REGULATORY IMPACT ANALYSIS
EXECUTIVE SUMMARY SHEET
	Ministry/Proposing authority
	Ministry of Health (Directorate-General of Public Health)
	Date
	6 September 2021

	Regulation name.
	DRAFT ROYAL DECREE LAYING DOWN HEALTH REQUIREMENTS FOR THE PREVENTION AND CONTROL OF LEGIONELLOSIS

	Type of report.
	Normal  X                 Abridged  

	SCOPE OF THE PROPOSAL

	Situation being regulated.
	The draft Royal Decree laying down health requirements for the prevention and control of legionellosis, in order to protect human health from legionella, aims to bring national legislation into line with the following aspects:
− Update the current regulatory framework in line with technical-scientific knowledge and information on Legionella.
− Amend the Royal Decree as regards sampling and analytical methods and, where appropriate, the establishment of specific requirements for facilities.
- Incorporate risk analysis as a tool for prevention and control of Legionella.
− Update the training requirements for staff in line with their duties in facilities susceptible to the proliferation and dissemination of Legionella.

	Objectives pursued.
	The draft Royal Decree laying down health requirements for the prevention and control of legionellosis aims to establish the measures to be applied in facilities susceptible to the proliferation and dissemination of Legionella.
The establishment of the measures shall take into account the principles of responsibility of the operator of the facilities, the establishment of preventive measures both at the design stage and in the maintenance and modifications of the facilities, the control activities of the health authorities, measures in the event of outbreaks or cases and in the event of non-compliance with the rules.

	Main alternatives considered.
	Although the second final provision of Royal Decree 865/2003 of 4 July 2003 empowers the Ministry of Health both to develop it and to lay down rules necessary for updating the technical annexes contained therein, the amendments required would have a direct impact on its articles.
Therefore, in order to ensure consistent and effective legislation on the protection of human health vis-à-vis Legionella, it is necessary to establish a new legal framework in this regard.

	CONTENT AND LEGAL ANALYSIS

	Type of law.
	Royal Decree amending basic regulations.

	Structure of the Law
	The draft Royal Decree consists of a preamble, eight chapters containing 21 articles, two additional provisions, four transitional provisions, one repealing provision, three final provisions and 10 annexes.

	Reports gathered.
	· Mandatory reports of the Technical General Secretariats of the Ministries of Interior, Defence, Transport, Mobility and Urban Agenda, de Educación y Formación Profesional, Labour and Social Economy, Industry, Trade and Tourism, Finance and Public Service, Science and Innovation, Equality, Consumer Affairs and Health.
· Reports of the Consumers and Users Council.
· Mandatory opinion of the Council of State.

	Consultation procedure.
	· Prior consultation (5 March 2019 to 20 March 2019) and hearing and public information (22 February 2021 to 15 March 2021).
· Consultation of the autonomous regions and cities, the Spanish Federation of Municipalities and Provinces (FEMP), and the entities considered most representative of the sectors concerned.
· Request for a report to the Consumers and Users Council.

	IMPACT ANALYSIS

	JURISDICTIONAL PRIORITY-COMPLIANCE.
	The decree is issued under the exclusive powers of the State in matters of basics and general coordination of health care, provided in Article 149.1.16 of the Spanish Constitution.

	ECONOMIC AND BUDGETARY IMPACT.
	Overall effects on the economy.
	No significant effects.

	
	With regard to competition
	 The law has no significant effects on competition.
The law has positive effects on competition.
 The law has negative effects on competition.

	
	From the point of view of administrative burdens
	 It implies a reduction in administrative burdens.
Estimated quantification ______
 It incorporates new administrative burdens.
Estimated quantification:__________
 It does not affect administrative burdens.

	
	From the point of view of budgets, the law
 Affects state budgets
 Affects the budgets of other regional administrations
	 Implies an expense
 Implies income

	GENDER IMPACT.
	The law has a gender impact that is
	Negative  FORMCHECKBOX 

Neutral  FORMCHECKBOX 

Positive  FORMCHECKBOX 


	OTHER IMPACTS CONSIDERED.
	· Impact on equal opportunities, non-discrimination and universal accessibility for persons with disabilities (NONE)
· Impact on health (POSITIVE)
· Impact on childhood and adolescence (NONE)
· Impact on the family (NONE)
· Impact on the Single Market (NONE)

	OTHER CONSIDERATIONS.
	The legislation resolves the inconsistencies and discrepancies between the provisions of Royal Decree 865/2003 of 4 July 2003 establishing the hygiene and health criteria for the prevention and control of Legionellosis and the new version of Standard UNE 100030:2017 (which is complementary to it).
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I. ANALYSIS REPORT 
This Report has been drawn up in accordance with the provisions of Article 26 of Law 50/1997 of 27 November on the Government and Article 2 of Royal Decree 931/2017 of 27 October regulating the Regulatory Impact Analysis Report.
Its structure follows the “Report” model referred to in Article 2 of Royal Decree 931/2017 of 27 October and the Methodological Guide for the preparation of the regulatory impact analysis report.
II. TIMELINESS OF THE PROPOSAL
1. Motivation
The reason for the proposal is the need to update the regulations to the current state of science and epidemiological information regarding legionellosis.
From an epidemiological point of view, according to the information provided by the National Epidemiological Surveillance Network (RENAVE)
, during the years 2009 to 2018
, an annual average of 1,519 cases of Legionellosis were reported, representing a rate of 3.3 cases per 100,000 inhabitants. The rate in the European Union as a whole was 2.19 cases per 100,000. The countries with the highest rates were: Slovenia (160 cases and a rate of 7.74), Italy (2,962 cases and a rate of 4.89), Denmark (264 cases and a rate of 4.59) and France (2,133 cases and a rate of 3.18).
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The incidence trend in these 10 years has been increasing (3.3% increase over the period). The incidence rates in 2018 exceeded the average rates for the period 2009-2017 in all autonomous regions except Extremadura. The regions with the highest rates in 2018 were La Rioja (7.04), Cantabria (5.85), Aragon (5.70), Catalonia (5.67) and the Basque Country (5.48).
During the study period, 621 deaths were reported. Mortality for the period was 0.024 per 1,000 inhabitants and the lethality of 5.69 per 100 cases of Legionellosis. The number of reported deaths increased in the last two years.
The incidence in men is almost 3 times higher than that of women and this difference persists throughout the period. The median age for men was 62 years (RIC 52-74) and for women 68 (RIC 55-80). The incidence of the disease increases with age. The overall rates for the study period calculated for three major age groups were: rate of 0.06 for children under 25 years of age, 2.17 in the 25-64 age group and 6.07 for those aged 65 and over. In the 10 years of the study, 16 cases occurred in children under 15 years of age.
In the study period 311 outbreaks were reported, the majority of outbreaks being of 2-3 cases (68% of reported outbreaks) with 278 cases being the largest outbreak.
The largest number of outbreaks were in community locations, generally associated with cooling towers. In second place were those associated with tourist accommodation such as hotels or apartments. The quality of the information for some relevant variables is insufficiently reported.
As regards the identification of groups affected by the proposal, the sectors associated with the various types of facilities covered by the proposal, health administrations, companies or units providing services to third parties (maintenance services, analytical units, etc.) are the groups directly affected and, since this is a preventive and if necessary a control measure, the general population is indirectly affected.
With the updating in 2017 of UNE 100030:2017 on prevention and control of the proliferation and dissemination of Legionella in facilities and as this is complementary to the provisions of the Royal Decree, uncertainty has been generated about the application of different aspects of the Decree, sometimes leading to differences in interpretations and legal uncertainty for the administration and for the agents of official control.
In view of the epidemiological information available, together with the knowledge acquired in the application of the current legislation, the amendment of UNE 100030:2017 and the current state of technical-scientific knowledge regarding the use of alternative analytical techniques to culture, now is the right time to update and adapt Royal Decree 865/2003 of 4 July 2003 in relation to these aspects. 
2. Objectives.
The main objective is to protect human health by taking mainly preventive measures against Legionella spp in all facilities susceptible to the proliferation and dissemination of this bacterium. Preventive measures focused on the design and implementation by owners of facilities of the corresponding Health Plan against Legionella based on risk assessment and on the recommendations of the World Health Organisation. The design and implementation of the health plans adjusted to each particular facility makes it possible to adapt the measures, the parameters to be checked and the frequency of the same based on the risk assessment of the facility itself.
While the objective would be the implementation of the Health Plans, the characteristics and widely varying profiles of the facilities susceptible to the proliferation of Legionella make it advisable to rely in the initial stage on voluntary implementation. In view of this voluntary nature, facilities where no Health Plan is adopted must continue to have a Legionella Prevention and Control Plan as at present. 
The establishment of the measures shall take into account the principles of responsibility of the operator of the facilities, the establishment of preventive measures both at the design stage and in the maintenance and modifications of the facilities, the control activities of the health authorities, measures in the event of outbreaks or cases and in the event of non-compliance with the rules.
In turn, the taking of samples for the verification of the effectiveness of the preventive measures taken is a critical aspect which recommends the establishment of specific requirements regarding the traceability and custody of such measures.
3. Alternatives
In April 2017, the new version of the UNE 100030:2017 standard (Guide for the prevention and control of the proliferation and dissemination of Legionella in facilities) was published. This standard provides updated criteria and guidance for the prevention and control of the proliferation and spread of bacteria of the genus Legionella from certain facilities and equipment, in order to minimise the risk of contracting the disease caused by these micro-organisms. Since Article 6 of Royal Decree 865/2003 of 4 July 2003 expressly establishes the complementary nature of this standard, its application could create discrepancies leading to legal uncertainty.
In turn, the experience gained in the application of the regulations, scientific knowledge of legionellosis and its aetiological agent, as well as the technical documents of the World Health Organisation in relation to risk and health assessment make it advisable to direct health policies and therefore the regulation towards preventive measures based on assessment of the specific and continuous risk of each facility.
Apart from this, following the publication of Royal Decree 1223/2010 of 1 October supplementing the National Catalogue of Professional Qualifications, by establishing three professional qualifications corresponding to the Safety and Environment Family of Professions, which establishes, in the case of personnel applying product type 11 or type 2 biocides used in the control of Legionella, entails the updating of the staff training requirements in the lines established by Organic Law 5/2002 of 19 June on Qualifications and Vocational Training. 
Although the second final provision of Royal Decree 865/2003 of 4 July empowers the Ministry of Health both to develop it and to issue rules necessary for the updating of the technical annexes contained therein, the amendments required would have a direct impact on the articles of that decree.
For this reason, in order to ensure consistent and effective legislation on the protection of human health against Legionella there is no alternative to repealing Royal Decree 865/2003 of 4 July establishing the hygiene and health criteria for the prevention and control of legionellosis.
III. CONTENT AND LEGAL ANALYSIS
1. Content
As regards the structure of the proposal, the draft Royal Decree consists of a preamble, eight chapters containing 21 articles, two additional provisions, four transitional provisions, one repealing provision, three final provisions and 10 annexes.
Structure. 
Preamble
ARTICLES
CHAPTER I. General provisions
Article 1. Purpose
Article 2. Definitions
Article 3. Scope of application
Article 4. Prevention of occupational risks
Article 5. Responsibilities.
CHAPTER II. Requirements for water installations and quality
Article 6. Specific requirements for water installations or equipment and water quality
Chapter III. Control plans against Legionella and actions by health authorities
Article 7. Actions of the facility operator
Article 8. Legionella Prevention and Control Plan (PPCL)
Article 9. Legionella Health Plan (PSL)
Article 10. Actions of the health authority
Chapter IV. Water sampling and analysis programme
Article 11. PPCL sampling and sampling points
Article 12. Laboratories and Methods of Analysis
Article 13. Minimum sampling frequency
Article 14. Water quality control
Chapter V. Actions and treatments
Article 15. Actions in case of detection of reported cases of legionellosis
Article 16. Use of biocidal products (disinfectants)
Article 17. Use of other treatments
Chapter VI. Personnel
Article 18. Staff training
Chapter VII. Notification 
Article 19. Notification of cooling towers and evaporative condensers
CHAPTER VIII. Infringements and penalties
Article 20. Infringements
Article 21. Penalties
.
ADDITIONAL PROVISIONS
First additional provision. Mutual recognition clause
Second additional provision. Powers of the Ministry of Defence
TRANSITIONAL PROVISIONS
First transitional provision. Plans and Programmes
Second transitional provision. Laboratory Accreditation
Third transitional provision. Validity of the certificate of qualification
Fourth transitional provision. Requirements for facilities
SOLE repealing provision
Final provisions
First final provision. Title of competence
Second final provision. Regulatory powers
Third final provision. Entry into force
ANNEX I. Non-exhaustive list of facilities and equipment
ANNEX II. Specimen document for notifying cooling towers and evaporative condensers
ANNEX III. Requirements for water installations and quality
ANNEX IV. Maintenance and revision programme and facility and equipment treatment programme 
ANNEX V. Sampling programme
ANNEX VI. Sample-taking and transport protocol
ANNEX VII. Analysis methods
ANNEX VIII. Measures to be taken based on the results of Legionella spp
ANNEX IX. Actions to be taken in the event of detection of cases or outbreaks
ANNEX X. Registration/Certificate of cleaning and disinfection
As a summary of the proposal, the draft Royal Decree consists of eight chapters setting out consecutively the general provisions, the requirements regarding water installations and quality, plans for controlling Legionella in the facilities, technical considerations relating to analytical checks, the actions and treatments to be carried out according to the results obtained, the requirements for training of staff, infringements and penalties for non-compliances and the notification of cooling towers and evaporative condensers. 
In turn, it contains four transitional provisions relating to the Plans and Programmes, the accreditation of analytical units carrying out the determination of Legionella spp using the culture method, the validity of certificates of qualification and the adequacy of the facilities to the requirements set out in the proposal; two additional provisions concerning mutual recognition and the Ministry of Defence and their related activities, respectively; the corresponding repealing provision and three final provisions relating to the title of competence, regulatory empowerment and entry into force after publication in the Official State Gazette. In addition, it contains ten annexes detailing the technical requirements for the materials contained in the relevant Chapter.
As novel elements to highlight: 
· The establishment of the Legionella Health Plans (PSL) or, failing that, Legionella Prevention and Control Plans (PPCL) for all types of facility susceptible to the proliferation and dissemination of Legionella. The adoption of these measures extends to all facilities likely to meet the circumstances covered by the Royal Decree and not only to those identified in the current legislation as being of high risk; and the establishment of control plans by the health authorities for the facilities covered by it.
· The minimum content to be included in the PPCL and the minimum aspects of the PSL are set out in greater detail.
· The text provides for the separation of the act of sampling from the other activities of the PPCL specific to the facility, without this entailing the accreditation of such an act.
· The accreditation of analytical units carrying out the determination of Legionella using the culture method (reference method) is established.
· For certain circumstances in addition to the reference method the possibility of using alternative methods to the culture of Legionella spp is introduced.
2. Annual Regulatory Plan
The Preliminary Draft is not included in the Annual Regulatory Plan (PAN) of the General State Administration for 2020. However, the importance of legionellosis for public health and the need for legal certainty for the affected sectors make it advisable to proceed with processing it. 
Since, on the basis of Annex I to Royal Decree 2210/1995 of 28 December establishing the National Epidemiological Surveillance Network, legionellosis is subject to notification and monitoring in that network, it is considered that this draft is not susceptible to an analysis of the results of its implementation.
3. Legal analysis
Relation to higher-ranking law: this law derives from Article 149.1.16 of the Spanish Constitution and is in perfect harmony with what it states on the competences of the State in matters of basic and general health coordination.
It also complies with the provisions of the General Health Act, Law 14/1986 of 25 April, specifically on technical requirements and minimum conditions for environmental health control and the determination of the health requirements of technical and health regulations for services or products directly or indirectly related to human use and consumption (Article 1).
It is also in conformity with the provisions of Law 33/2011 of 4 October, the General Public Health Act, specifically as regards the prevention of health problems, in particular communicable diseases, and with regard to the protection of the health of the population (Articles 26 to 30).
In turn, it complies with the principles of good regulation laid down in Article 129 of Law 39/2015 of 1 October on the Common Administrative Procedure of Public Administrations.
Consistency with the rest of the legal system: this provision is fully consistent with previous national legislation. 
Legislation of the autonomous regions and cities of Ceuta and Melilla: although this regulation, as a result of the report of the Consumers and Users Council, establishes a multi-annual plan for the control of facilities by the health authorities, it does not encroach on the competences of the autonomous regions or of the two autonomous cities.
National legislation repealed: This proposal repeals in its entirety Royal Decree 865/2003 of 4 July laying down hygiene and health criteria for the prevention and control of legionellosis.
4. Description of the process
The draft law was submitted for prior public consultation from 5 March 2019 to 20 March 2019. Contributions have been received from:
· Aigües de Mataró
· Ambientalys, SL
· Ana Álvarez
· National Association of Environmental Health Companies (ANECPLA)
· BIOCENTROL Laboratorios S.L
· Bioser, S.A.
· General Council of Official Colleges of Biologists; 
· Consensus of Miquel Sabriá Leal, Sebastián Crespi Rotger and Juan Angel Ferrer Azcona
· CALIDAD Y GESTIÓN CIENTÍFICA S.L
· Evaristo Mejía de Polanco
· Ferrán Ribas i Soler
· Grupo Beta
· Guillermo Rodríguez Albalat
· HOSBEC Salud
· Idexx Laboratories
· José Antonio Navarro Gil
· José Julio Navas
· LABAQUA S.A.
· Mª Ángeles Beltrán Núñez
· Microbial S.L.
· QUIMSA ITW
· Rafael Ramiro Moreno
· Rubén Santos Martínez de Laguna
· SANAL Control Medioambiental, S.A
· Winton Iberica SA
Contributions mainly focused on: extending the scope of the Royal Decree to domestic facilities, focusing investigations on L. pneumophila, elimination of the ex ante classification of facilities, the possibility of using alternative methods to culture to determine Legionella, problems associated with laboratory accreditation and sampling and staff training.
A summary broken down by aspects affected and issuer is attached in Annex 1 to this report.
It was submitted to the public hearing and information procedure from 22 February 2021 to 15 March 2021 and received contributions from:
· 3Dpestcontrol
· ACONSA
· ADHAC (Association of Heat & Cold Network Companies)
· AELI (Spanish Association of Independent Laboratories)
· Alejandro Agudo Garrido
· Almudena González Gascón
· Ambientalys Consultoría y ANALISIS, S.L.
· AMBIQAI
· ANGELA CASERO
· ASHOTEL (Hotel and Catering Association of Tenerife, La Palma, Gomera and El Hierro)
· ATA ECOTECNOLOGÍA E HIGIENE DEL AGUA, S.L. 
· Town Hall of Seville
· BIENDA
· BIO 9000 CONSULTORES
· Biotica
· Biovidrio s.l.
· CEAJE (Spanish Confederation of Young Entrepreneurs)
· CEHAT (Spanish Confederation of Hotels and Tourist Accommodations)
· CLICK PLAGAS S.L (not contributions, but doubts) 
· COCETA (Spanish Confederation of Associated Labour Cooperatives)
· COMPAÑÍA ESPAÑOLA DE LAMINACIÓN S.A. (celsa)
· General Council of Official Colleges of Biologists
· Pontevedra Territorial Delegation of the Galician Regional Government
· Didascalia
· DIPSALUT (Independent Public Health Body of Girona Provincial Council)
· EUROLAB-España (Spanish Association of Test, Calibration and Analysis Laboratories) 
· Federation of Municipalities of Catalonia
· LLEIDA PROVINCIAL HOSPITALITY FEDERATION 
· FEGECA (Association of Manufacturers of Generators and Heat Emitters)
· FEIQUE (Spanish Chemical Industry Business Federation)
· FELAB (Association of Test, Calibration and Analysis Entities)
· Francisco Ramón Fortea
· HOSBEC (Hotel and Tourism Business Association of the Valencian Region)
· IDEXX Laboratorios
· INDESTYA (INVESTIGACIÓN Y DESARROLLO DE TIERRAS Y AGUAS, S.L.) 
· INMA RODRIGUEZ MORA
· INTIME DESARROLLOS INFORMÁTICOS S.L.
· ITESEL, S.L. 
· Juan Ángel Ferrer Azcona
· Juan Manuel Gil Rodríguez 
· LABAQUA, S.A. 
· Laboplus (Group of Private Environmental Health and Food Safety Laboratories)
· LEGIOPREV, S.L.
· MICROAMBIENTAL, S.C.A. 
· MICROBIAL
· MIQUEL SARRIA LEAL
· Orenda Laboratorios
· OTEA (Hostelry and Tourism of Asturias) 
· Pall España, S.A.U.
· SAMNOR PREVENCION MEDIOAMBIENTAL 
· Sergi Martin (See contributions by ANECPLA)
· Spanish Society of Preventive Medicine, Public Health and Hygiene
· Technician of the Public Health Agency of Barcelona City Council
· Teresa ARMENTEROS SANCHEZ
· VALERO ANALÍTICA, S.L.
In the mandatory processing of this draft, and in particular the formalities expressly provided in Article 26 of Law 50/1997 of 27 November on the Government, in addition to the procedure for hearing and public information (by publishing the text on the website of the Ministry of Health), the opinions of the organisations or associations identified as most relevant in the sectors affected by it have been obtained directly:
· ADELMA (Association of Detergent and Cleaning, Maintenance and Allied Product Companies) 
· AEA (Spanish Association of Aerobiology)
· AEAS (Spanish Association of Water Supply and Sanitation)
· AEFYT (Association of Cooling Technology Companies)
· AFEC (Association of Air Conditioning Equipment Manufacturers) 
· AMI (Association of Companies for Integral Maintenance of Buildings, Infrastructures and Industries)
· ANECPLA (National Association of Pest Control Companies)
· ANEFRYC National Association of Cold and Air Conditioning Companies 
· AQUA ESPAÑA (Spanish Association of Water Treatment and Control Companies)
· ATECYR (Spanish Technical Association for Air Conditioning and Cooling)
· CNI (National Confederation of Entrepreneurs Installing in Buildings and their Maintenance)
· CONAIF (National Confederation of Associations of Plumbing Companies, Gas, Heating, Air conditioning, Fire Protection, Electricity and Allied)
· ENAC (National Accreditation Body)
· FAE (Federation of Spanish Pest Control Associations)
· FEDECAI (Federation of Environmental Quality Companies in Interiors)
· SESA (Spanish Society for Environmental Health)
In summary, most of the contributions focus on:
1. The coexistence of two different instruments for the prevention and control of Legionella.
While the main objective is the continuous assessment of the risk of the facility vis-à-vis Legionella, it is necessary to bear in mind the great variety of facilities affected by the proposed regulation. The coexistence of two types of Plans is therefore considered necessary. One of a finalist character (PPCL) and the other of a preventive nature (PSL, whose objective is to control risk factors). Article 9(3) clarifies the transition from one system to another.
2. The accreditation of sampling. With contributions for and against accreditation. Each of them presents advantages and disadvantages. Following their assessment, an intermediate situation has been chosen, rejecting the accreditation of sampling and opting to have samples taken by personnel external to the facility (taken by or under the responsibility of the laboratory that carries out the determination of Legionella spp by means of culture), which provides independence; under documented procedures and after evaluating the information and records of the PPCL, which will ensure the knowledge of the facility by the sample holder. 
3. The accreditation of laboratories carrying out the determination of Legionella spp by means of culture. 
With contributions of positions similar to the case of sampling. Although under-culture analyses for the determination of Legionella must be carried out under ISO Standard 11731, the requirement that it be carried out in laboratories that are accredited or that have a quality control system in place for this type of test is limited to cooling towers and similar. 
The experience gained in the application of the current legislation and the epidemiological evolution of legionellosis recommend taking a step in relation to the guarantees of the technical competence of the analytical units carrying out the research and, therefore, of the analytical results obtained for all types of facility. All this, without requiring the “taking of samples” to be included in the scope of the accreditation.
4. Uses of alternative methods to the determination of Legionella spp using the culture method.
There were sector recommendations on the one hand to expand the number of situations in which they can be used, and on the other hand to require that they be covered by accreditation under the UNE-EN-ISO/IEC 17025 standard.
In this respect, given the socio-economic situation of the sectors affected by the scope of the proposal, it was considered appropriate not to extend this requirement to this type of determination.  However, since they are complementary to the culture method, these determinations are presumably carried out mainly in accredited laboratories (whether or not they are included in the scope).
It was also apparent from an assessment of some of the contributions received that Annex I is interpreted as a positive list of facilities affected by the Royal Decree, whereas the intention is that it is not considered an exhaustive list. For this reason, Article 3 and Annex I have been adapted to make clear that the list is a non-exhaustive list of facilities and equipment to which the Royal Decree is likely to apply, and that the fact that a facility is not included in it does not mean that the decree does not apply to it if the circumstances determining the development of the bacteria are met in respect of that type of facility.
The breakdown of the contributions received in relation to the different parts of the draft submitted to public hearing, as well as the direct consultations and the assessment of them, are attached in Annex 2 to this report.
The following were also consulted:
· The Spanish Federation of Municipalities and Provinces, from which no report or contributions to the draft have been received.
· The Consumers and Users Council, which has issued the corresponding report.
· The autonomous regions and cities of Ceuta and Melilla, with contributions being received from: Murcia, the Balearic Islands, Castilla-La Mancha, Castilla y León, the Basque Country, La Rioja, Principality of Asturias, Aragon, Madrid, Cantabria, Extremadura, Navarre, Catalonia, Andalusia and Valencia. The breakdown of the contributions received in this consultation for the different parts of the draft in the consultation are included in Annex 2 to this report.
As a result of the assessment of the content of the report issued by the Consumers and Users Council, a new point (Article 10.4) on multi-annual official control plans and the availability to the general public of the notified facilities (Article 19(4)) have been included in the actions of the health authorities. The details of that report and the comments thereon are set out in Annex 3 to this report. 
The draft has been submitted to the required reports of the Technical General Secretariats of the following Departments (Article 26.5, paragraphs 1 and 4 to 6 of Law 50/1997 of 27 November on the Government):
· Ministry of Defence.
· Ministry of the Interior.
· Ministry of Transport, Mobility and Urban Agenda
· Ministry of Education and Vocational Training.
· Ministry of Labour and Social Economy
· Ministry of Industry, Trade and Tourism
· Ministry of Health, in addition to the contributions of the Spanish Agency for Medicines and Health Products.
· Ministry of Science and Innovation
· Ministry of Equality.
· Ministry of Consumer Affairs.
In addition, it has been submitted for report to the Ministry of Finance and the Civil Service for two reasons:
· The competition aspects and Law 20/2013 of 9 December on the guarantee of the single market, for which it has not made any observations or comments in its report.
To the prior approval of the Minister of Finance and the Civil Service, whose contributions as indicated have been accepted and the deficiencies identified by the Technical General Secretariat of that Department in the relevant report have been addressed. The Secretary of State for the Civil Service, in accordance with the provisions of Article 26.5 of Law 50/1997 of 27 November on the Government, granted prior approval prior of the draft on 2 September 2021.
The breakdown of the comments and contributions received in relation to the different parts of the draft submitted to public hearing by the various Departments are set out in annex 4 to this report.
This draft will be notified to the European Commission in the framework of Directive (EU) 2015/1535 of the European Parliament and of the Council of 9 September 2015 laying down a procedure for the provision of information in the field of technical regulations and of rules on Information Society services.
Finally, the draft will be submitted to the opinion of the Council of State.
IV. GENERAL CONSIDERATIONS
This Royal Decree is drawn up with a view to protecting the population from exposure to Legionella in facilities susceptible to the proliferation and dissemination of this bacterium by updating Royal Decree 865/2003 of 4 July establishing the hygienic-health criteria for the prevention and control of legionellosis to bring it into line with the current state of technical and epidemiological knowledge of this bacterium and the experience gained in applying it.
This proposal for a Royal Decree, like its predecessor, affects all facilities (fixed or mobile) in which Legionella is able to proliferate and disseminate and which are identified by the existence of two factors: the use of water and the production or likelihood of production of aerosols. Since there are factors (design, maintenance, location, etc. of a facility) that determine its level of risk, the classification of the facilities according to the probability of proliferation and dispersion of Legionella is dispensed with. Although Annex I establishes a non-exhaustive list of facilities affected by the scope of the proposed Royal Decree, the scope of this list is the presence of water and the generation of aerosols and the determination of the risk of each facility will be determined by the assessment thereof.
The administrative notification of facilities remains confined to the same types of facility as in the current legislation (cooling towers or evaporative condensers). However, the regional health authorities are empowered to extend its scope to other facilities.
In order to facilitate their maintenance, cleaning and disinfection, the draft emphasises the responsibilities relating to the design and the materials used in the equipment and appliances of the facilities susceptible to the multiplication and dissemination of the bacterium. In the same line, spray cooling equipment or household humidifiers must include the cleaning or disinfection guidelines to be taken into account by users in the instructions for their use and maintenance.
Apart from this, the obligation to monitor Legionella is extended to all facilities in which the circumstances referred to by the Royal Decree apply, not only those identified as high-risk (facilities referred to in Article 2.2.1 of Royal Decree 865/2003 of 4 July.)
The two instruments identified for the control of Legionella are the Health Plan (PSL) (established on a voluntary basis) and the Legionella Prevention and Control Plan (PPCL). The former is based on the continued risk assessment of the facility, the recommendations of the World Health Organisation and the adjustment of measures and controls to the outcome of that assessment. The aspects that the PSL must contain are set out (Evaluation of the system: hazard identification, prioritisation of risks and identification of critical points where improvements need to be made and a description of corrective and preventive measures to mitigate risks; Control and verification measures; Management and communication and evaluation of the PSL). For the PPCL, the draft establishes throughout the articles and the corresponding annexes the general and specific aspects that this Plan must include and the measures and actions to be taken by the head of the facility or the undertaking responsible for the prevention and control of Legionella of a facility.
One way of verifying the effectiveness of the various preventive measures put in place is to investigate whether the bacterium is present in the facility, two important factors to bear in mind being representativeness in terms both of the sampling point and of the time of sampling. Due to the critical nature of the sampling, it has been considered necessary to use its accreditation as a measure of quality.
As regards the analytical units carrying out the Legionella culture, until now it was required that the analyses be carried out in “laboratories accredited for the isolation of Legionella in water or laboratories having a quality control system in place for this type of tests”. Given the importance of a good diagnosis of the health status of the facility with respect to Legionella, it is proposed that the detection and count of Legionella be carried out by units accredited under the UNE-EN ISO/IEC 17025 standard: “Conformity assessment. General requirements for the competence of testing and calibration laboratories.” 
The current development of alternative methods to culture in the detection of Legionella spp allows the use of these methods in addition to the reference method (Culture and Counting) when it is essential to determine the presence or absence of the bacterium in order to adopt urgent control measures. In most cases, alternative methods allow for faster results; enabling the early adoption of preventive measures.
However, such alternative methods must meet minimum requirements based on a national or international certificate of validity issued by a recognised national or international certification body.
Although as a result of the above for the PSLs the sampling frequency is determined under this Programme, in the case of PPCLs the minimum sampling frequency is determined for each type of facility in Annex VI of the proposal.
V. ANALYSIS OF JURISDICTIONAL PRIORITY-COMPLIANCE 
The draft is in line with the distribution of competences, as is apparent from the titles of competence relied on in the provision itself and in particular:
Prevailing jurisdiction: this Royal Decree is issued under the provisions of Article 149.1.16 of the Spanish Constitution, which reserves to the State competence on the bases and general coordination of health care.
Regional and local participation in the preparation of the draft legislation: the Autonomous Regions and local government representative bodies have been consulted in the preparation of this draft Royal Decree.
The Autonomous Regions of Castilla-Leon, Castilla-La Mancha, Extremadura, Cantabria, Principality of Asturias, Madrid, Extremadura, Andalusia, Catalonia, Aragon, La Rioja, Region of Murcia, Chartered Region of Navarre, the Basque Country and Valencia issued reports in response to that consultation. Those of the Autonomous Regions of Castilla-Leon and Extremadura are favourable to the draft and its content; the Basque Country made no submissions. For their part, the others have issued contributions, the details and comments of which are set out in Annex 3 to this report.
VI.
ECONOMIC AND BUDGETARY IMPACT 
1. General economic impact
With regard to the changes made relative to Royal Decree 865/2003 of 4 July establishing the hygiene and health criteria for the prevention and control of legionellosis, the three aspects of the proposal that will have the greatest economic impact have been identified:
· Sampling for analysis of Legionella by personnel external to the facility for the implementation of the PPCL sampling programme.
· Accreditation of laboratories carrying out Legionella culture and counting.
· Minimum sampling frequency.
The real economic impact of each of them is difficult to quantify, on the one hand due to the lack of information regarding the number of undertakings or entities that will be affected by each measure and, on the other hand, given that real cost is adjusted in the contractual framework of each facility with the relevant undertakings or entities for the overall provision of services entailed by the PPCL or the PSL, so that the actual economic impact would be lower than in any estimate.
In order to make a first approximation of the economic impact, the individual cost of each measure has been considered without being able to make total estimates for the sector(s) concerned:
Sampling for analysis of Legionella by personnel external to the facility: 
 This amount is difficult to estimate, as it depends on the type of facility and will be part of the total amount corresponding to the individual negotiation (travel, sampling and analysis to be carried out) with the laboratory or laboratories carrying out the analysis.
Accreditation of laboratories:
According to the information provided by ENAC, the accreditation of the laboratory (direct costs) for the culture technique would mean:
· New accreditation: €7,622.40. It must be borne in mind that, on the basis of the obligation already established for the control of samples from cooling towers and similar installations (Table 3 of Annex 4 to Royal Decree 865/2003 of 4 July), a high percentage of laboratories are already accredited for this technique.
· Extension of the scope of accreditation: for an amount of €3,763.71 to extend the scope to Legionella culture in a laboratory already accredited for a microbiological test. In the case of an accredited laboratory (no microbiological test accredited) it would be €5,083.82.
One of the points included in the PPCL is the preparation of a sampling and analysis programme for the water of the facility (Article 8), which while adjusting to the specific characteristics of each facility, must also comply with certain minimums in relation to the control of parameters and in particular of the agent Legionella spp (Article 13 and Annex V) and such checks in the case of PPCL must be carried out on samples taken at sites pre-established in the sampling programme drawn up on the basis of the annexes to the proposed decree (Article 11.1). 
The following comparative table, which does not include the controls to be carried out at the initial start-up of the facility or in situations the impact of which is difficult to quantify (incidents following a general review, temporary stoppages of the facility, mandate of the health authority, etc.) shows the differences in sampling frequency for Legionella established in the current and proposed regulations. 
	Type of facility
	Royal Decree No 865/2003
	Draft Royal Decree
	Number of annual samples (minimum)

	
	RD 865/2003
	Draft 
	Summary

	
	Mandate
	Samples (Minimum number)
	Mandate
	Designation of sampling points (min.)
(Annex V)
	Minimum frequency
	RD 865/2003
	Draft 28 Oct. 2020

	I. Sample verification of preventive measures

	Drinking water systems

	Domestic hot water
	
	Min. 1 sampling per year (Annex 3.A)
	- C&D (Complete facility)
Min. 1 sampling per year 
(Annex IV.B.1)
	Facility-based estimate: with/without closed-loop water system + type of activity (hospitals, hotels and old people’s homes)
Min. 5 points + F(end points) 
	Quarterly for the entire facility (included in the quarterly frequency)
	Once a year
	4 times a year

	
	
	
	Domestic hot water tanks (quarterly) (Annex IV.B.2)
	-
	Quarterly 
	
	

	Cold water for drinking
	---
	---
	- C&D (Complete facility: once a year) (Annex IV.B.1)
	Facility-based estimate: with/without closed-loop water system + type of activity (hospitals, hotels and old people’s homes)
Min. 5 points.  
Max. F(endpoints)
	Quarterly for the entire facility (Annex V)
	-
	4 times a year
(Integrated with domestic hot water)

	
	
	
	Cold Water Tanks once a year (Annex IV.B.1)
	--
	
	
	

	Cooling towers and evaporative condensers

	
	- Quarterly (Annex 4. A and B and Table 2)
- In case of deviation of indicator parameters (changes in total aerobic count and disinfectant level) (Annex 4. A and B.
	
	- C&D (Complete system): twice a year. (Annex IV.C.1)
	1 sampling point (choose between closed-loop water system or water body).
	Monthly (Annex V.C)
	4 times a year
	12 times a year

	Heated water systems or systems with temperatures similar to those of heated water systems (≥ 24°C) and aerosolisation with or without agitation and with or without recirculation through high-speed jets or air injection, multi-purpose pool sections with this type of installation, with play facilities, water play areas, water mushrooms, water curtains and waterfalls, etc., among others.
	Facilities with heated water systems or systems with temperatures similar to those of heated water systems and aerosolisation with agitation and recirculation through high-speed jets and/or air injection......

	
	Collective use hydromassage hot tubs and pools (Annex 5)
	---
	General
	
	Monthly (Annex V.C)
	
	

	
	
	
	Stoppage >15 days
I. Tubs or pools without recirculation: Preventive C&D once a year.
II. Pools with recirculation: C&D: Daily + once a year.
(Annex IV.C.2)
	2 points.
	Monthly (Annex V.C)
	---
	Depending on activity (12 times a year)

	
	
	
	Facilities or equipment in which water declared as medicinal mineral and/or thermal is used
	
	Monthly (Annex V.C)
	---
	Depending on activity (12 times a year)

	
	
	
	General
	C&D (min. once a year + Stoppage 1 month + Repairs) (Annex IV.D.1.2)
	Annual (Annex V.C)
	---
	Once a year

	
	
	
	Evaporative spray cooling devices using aerosolisation cooling elements
	
	Six-monthly (Annex V.C)
	---
	2 times a year

	
	
	
	Other facilities capable of producing aerosolisation:
- With tank and recirculation
- Without recirculation
	
	Annual (Annex V.C)
	
	Once a year

	II. Sampling corresponding to intensified control of Legionella spp (for all facilities) (Article 14 and Annex VIII. Measures to be taken on the basis of the analytical results of Legionella spp)

	
	
	
	a) General: After the annual C&D, the control of Legionella spp must be carried out within 15 to 30 days. (Annex V.C)
	
	
	Included in previous headings (Verification of effectiveness of measures implemented)
	

	
	Only in cooling towers and analogous installations (Table 3)
	
	All facilities: (Presence of Legionella spp and absence of cases or outbreak)
	
	F (No of CFUs detected)
(Annex VIII)
	Difficult to quantify
	Difficult to quantify

	III. Sampling for cases/outbreaks (suspected) of legionellosis

	
	Actions in facilities (Article 12 and Annex 6)
F(measures):
- Shock treatment + Continuous treatment
- Structural measures adopted
- Stoppage of activity
	Drinking water:
- Tanks (1 sample/each)
- Domestic hot water network + domestic cold water (f:end points + domestic hot water 2 samples)
Cooling towers, evaporative condensers or other cooling appliances
 2 samples
Other facilities
No. f(Type of facility + Accessibility)
	Actions in facilities (Article 15 and Annex IX)
F(measures):
- Shock treatment
- Structural measures adopted
- Stoppage of activity
	Annex IX + Indications (Health Authority)
	Does not involve any change relative to Royal Decree 865/2003
	There is no difference in the measures compared with the previous legislation, but there is a difference as regards the sampling points (applies routine points)


In turn, for the same reasons as in the case of the determination of Legionella, it is difficult to estimate the economic impact of measuring biocides and other parameters such as turbidity, pH and temperature for all facilities.
Apart from this, the situation of upkeep and maintenance of the facility will have an impact on the investment needs of the operators of the facilities in order to adapt it to the control and monitoring criteria that the Royal Decree entails. Both the variety of facilities and the diversity of upkeep and maintenance situations make it difficult to estimate the economic impact.
The approval of this draft Royal Decree will not entail an additional financial cost to the Health Administrations in the performance of the official tasks of control in the area of Legionella.
Although the proposal entails an increase in the economic cost of activities aimed at preventing and controlling legionellosis, it must be borne in mind that the protection of citizens’ health will be increased. The measures described in the law will lead to a reduction in risks, which will have a long-term effect on morbidity and mortality with the corresponding beneficial effect on health costs.
In principle, no aspects affecting the single market have been identified.
With regard to the effects on small and medium-sized enterprises, it must be considered that there will presumably be an economic impact (difficult to quantify) given the type of facilities covered by the proposal and the profile of Spanish companies (predominantly small and medium-sized enterprises).
2. Impact on competition
This draft does not have an effect on competition, since it does not limit the number or variety of operators or reduce the incentives of operators or their ability to compete. Nor in this regard does this draft Royal Decree create a barrier to the free movement of goods and services, inasmuch as mutual recognition of accreditations issued by other national accreditation bodies at community and international level is assured.
3. Budgetary impact 
For the General State Budget. With regard to the Ministry of Health, there are no direct or indirect associated costs for those activities which fall within the scope of the Directorate-General for Public Health, Quality and Innovation. 
With respect to the regional budgetary impact, the activities of the competent public health authorities relating to the surveillance and control of facilities and actions in the event of the detection of reported cases/outbreaks of legionellosis have not undergone significant changes compared with the current legislation.
4. Assessment of the economic and budgetary impact
In view of the above, the forecast of the increase in expenditure in the public administrations (as owners of facilities susceptible to the presence and dissemination of Legionella) and in the sector due to the amendment of Royal Decree 865/2003 of 4 July establishing the hygienic-health criteria for the prevention and control of legionellosis will not immediately be null and void. In the medium and long term, the implementation of the Health Plans would result in a reduction in costs since, depending on the outcome of the risk assessment, the frequency of sampling would be adjusted, and given the methodology of the assessment, samples can be taken by properly trained own personnel, with the consequent reduction in the frequency of sampling relative to the PPCLs and the cost thereof. 
5. Analysis of administrative burdens
Administrative burdens are not increased, remaining unchanged from those currently obtaining in application of Royal Decree 865/2003 of 4 July laying down the hygiene and health criteria for the prevention and control of legionellosis.
VII. GENDER IMPACT
Article 26(3)(f) of Law 30/2003 of 13 October on measures to incorporate gender impact assessment into government legislation introduces a new paragraph in Article 24(1)(b) of Law 50/1997 of 27 November on the Government, stating that in any case regulations must be accompanied by a report on the gender impact of the measures set out therein.
In accordance with the provisions of Article 2(1)(e) of Royal Decree 1083/2009 of 3 July regulating the report on regulatory impact analysis, this report must analyse and assess the results that may ensue from the approval of the draft from the point of view of eliminating inequalities and their contribution to the achievement of the objectives of equal opportunities and treatment between women and men, based on the indicators of the baseline situation, forecasting of results and forecasting of impact set out in the Methodological Guide for drawing up the report on regulatory impact analysis.
It is therefore appropriate to divide this gender impact analysis into the following sections:
1. Identification of the objectives of equal opportunities that apply: the draft Royal Decree has no impact on equal opportunities, as its primary objective is to protect the population from possible risks arising from water consumption. For this reason the draft has no impact on gender, since its implementation affects women and men equally.
2. Gender impact analysis: 
- Description of the baseline situation
The draft Royal Decree has no gender impact, since, as has been pointed out, it is limited to protecting the population from possible risks arising from exposure to Legionella.
The baseline situation does not stem from a situation of pre-existing discrimination, since it aims to reduce the possible morbidity/mortality resulting from exposure to Legionella through facilities that use water and generate or are likely to generate aerosols.
- Forecast of results: Although epidemiological data establish a greater tendency in cases in men than in women, as noted in the previous section, the changes implemented by the implementation of the draft Royal Decree are limited to protecting the population from possible risks arising from exposure to Legionella through the facilities covered by the proposal. 
- Gender impact assessment: the gender impact of the draft Royal Decree, in line with the above, is zero.
VIII. OTHER IMPACTS
1. IMPACT ON EQUAL OPPORTUNITIES, NON-DISCRIMINATION AND UNIVERSAL ACCESSIBILITY FOR PERSONS WITH DISABILITIES.
The measure has no impact on equal opportunities and will not have any impact on people with disabilities.
2. IMPACT ON HEALTH
The impact on health is positive, as it implies an improvement in the control of the facilities covered by the law and, consequently, in the protection of the health of the population.
3. IMPACT ON CHILDHOOD AND ADOLESCENCE
This law has no impact on children and adolescents.
4. IMPACT ON FAMILIES
This law has no impact on the family.
IX. ANNEXES
Annex 1. INPUT RECEIVED IN THE PRIOR PUBLIC CONSULTATION.
	Aspect affected by the contribution
	Issuer of the contribution
	Summary of the contribution
	Opinion

	Scope of the Royal Decree

	General 
	HOSBEC Salud
	We understand that the mandatory technical requirements to be met by the companies and establishments concerned by this decree cannot be covered by a UNE standard accessible by means of payment. Only those complementary aspects affecting manufacturers of equipment or companies providing services such as laboratories or pest control should be covered exclusively in the UNE standard. 
If it is necessary to supplement the Royal Decree, technical guides developed by the Ministry of Health or the competent regional bodies may be used, with the participation of all the agents affected by the regulation. 
	The draft incorporates those aspects of the UNE Standard that have been deemed essential to the quality of the proposal.
In principle, there are no plans to supplement the rules with technical guides.

	In relation to the causal agent
	Idexx Laboratories
	Royal Decree 865/2003 does not focus on the most dangerous parameter - Legionella pneumophila.
Focus surveillance measures on a specific species of Legionella (Legionella pneumophila)
	There is currently debate on this (unresolved) aspect at community and international level. Although Legionella pneumophila is the most frequent and most dangerous of the more than 58 species of Legionella bacteria, the rest of the species and their effect on public health must not be ignored.
The proposal therefore maintains the reference to the genus Legionella, without prejudice to epidemiological investigations carried out within the scope of the National Epidemiological Surveillance Network on isolating and identifying species and possibly strains.

	
	Ferran Ribas i Soler
	Inclusion of Legionella pneumophila (not the most frequent species, but the most dangerous of its genus) and not only Legionella spp. Prioritise L.pneumophila.
	

	
	Miquel Sabriá Leal, Sebastián Crespi Rotger and Juan Angel Ferrer Azcona
	Include the presence of Legionella pneumophila in view of its major health risk 
	

	In relation to the type of facilities covered by the scope of the RD
	- ANECPLA
- Winton Ibérica, S.A.
	Extend the scope to the internal water networks of private homes.
	Such facilities are in principle excluded from the scope of the RD. This is without prejudice to the fact that if any facility located in this type of building poses a risk to public health, the competent health authority may lay down such measures as it deems appropriate in this regard.

	
	- Miquel Sabriá Leal, Sebastián Crespi Rotger and Juan Angel Ferrer Azcona
	Include facilities located in buildings dedicated to the exclusive use of dwellings, establishing a mandatory annual action under more flexible technical protocols for hyperchlorination and sampling.
	

	
	- LABAQUA S.A.
- José Julio Navas
	Extend the scope of the RD to include facilities not included in it (dental clinics, road cleaning vehicles, etc.) and which are identified as risk facilities 
	The current RD identifies in a generic way the facilities to which it is likely to apply, but throughout the articles and annexes, by laying down requirements for specific facilities, it loses this horizontal character (except in the case of outbreaks or cases).
The RD proposal maintains this horizontal character by including in it any facility that uses water and generates or is liable to generate aerosols and includes the development of preventive and corrective measures for all types of facilities affected by this scope.

	
	- Grupo Beta
- Winton Ibérica, S.A.
	Develop the actions to be carried out based on the results of Legionella spp obtained from all risk facilities and not just those addressed in the current RD.
	The proposal addresses in detail all facilities susceptible to the proliferation and dissemination of Legionella.

	
	HOSBEC Salud
	As far as risk facilities are concerned, firefighting systems should no longer be considered as such given the zero incidence of legionellosis transmission in the population. Or at least be viewed in a very particular way on the basis of their risk.
	The RD proposal does away with the ex ante classification of facilities and prioritises the management of each facility. Thus a particular firefighting system, depending on its design, maintenance, etc., will be subject to the measures adjusted to the result of the risk assessment 

	
	SANAL Control Medioambiental, S.A.
	Suggest the possibility of including as an annex a more or less generic activity glossary, which could perhaps differentiate the various degrees of intensity in prevention actions, for two reasons:
1. On the one hand, there are numerous facilities that take no action, and seeing their activity expressly included in an annex would probably encourage them to implement a prevention plan.
2. In addition, it is probably not appropriate to act with the same intensity in an old people’s home, a hotel or a public gym (influx of risk groups, people over 50 years old) as in a school or elsewhere. This is something that is currently unregulated.
	In this regard, the closed list of risk facilities has been avoided and an Annex I has been included with groups that describe in a non-exhaustive manner the types of risk facilities.
However, the degree of intensity of the actions is linked to the risk assessment of the facility rather than to the Annex I group to which it has been assigned.
Apart from this, the measures taken by the operator of the facility must be in accordance with the outcome of the risk assessment (among the factors to be taken into account are the numbers and flows of the population at risk).

	
	ANECPLA
	Extend the scope to public or private drinking water distribution networks.
	They are covered by the draft.

	
	Evaristo Mejía de Polanco
	Rules applicable to:
· Agitated water facilities with air injection: It is not clear whether it is regulated by RD 742/2013 of 27 September; by RD 865/2003 or as contained in Standard UNE 100030/2017. There is a mess of regulations that greatly confuse for the control and treatment of such a facility related to the Legionella problem. I personally think that spas should be regulated only by the Legionella RD as it is connected with hot water and not that of swimming pools.
· Evaporative nebulisers or coolers, and their current regulation is null.
	

	In relation to the ex ante classification of risk facilities 
	- ANECPLA
- José Julio Navas
	Do away with the ex ante classification of risk by type of facility, since the risk of the facilities depends not only on the type of facility but on its design, location, maintenance, etc., and the risk of each facility is determined by the risk assessment.
	This is the basic orientation of the draft presented.

	Definitions

	Self-inspection
	Guillermo Rodríguez Albalat
	It must be made clear that self-inspection means the checks that the operator is required to carry out in accordance with the legislation in the exercise of its responsibility (which it normally entrusts to accredited laboratories). Then there is the official control, the responsibility of the administration, which is the control of the operator’s controls, and which may or may not require testing (may be limited to a documentary check.)
	Since there are different methodologies for the facility operator to establish self-inspection, for the purposes of the sectors concerned, the proposal refers to Plans and the text follows this.

	Responsibilities.
	
	
	

	
	Winton Ibérica, S.A.
	It is emphasised that the responsibility is total and exclusive to the operator of the facility and that the contracting of an external maintenance service does not exempt him. As indicated in Article 4 RD 865/2003.
	This aspect remains, although reference is made to the responsibility of the contracted external services and of the appliance and equipment manufacturers affected by the scope of the proposed RD.

	
	QUIMSA ITW
	Greater demands must be made of owners in terms of the safety and risk prevention measures that facilities must have, requiring life lines, appropriate access, providing workers with the necessary elements (walkways, lifts, safety signs, etc.)
	The prevention of occupational hazards applicable to a facility is not within the scope of this RD. This is covered by specific legislation. 

	Preventive measures against Legionella (PPCL or PSL)

	
	ANECPLA
	For each facility, a Legionella Prevention and Control Plan (PPCL) must be implemented that includes an initial diagnosis with identification of critical points, the programme of action and periodic evaluation.
	The draft establishes the possibility of opting for the Legionella Health Plan (PSL) or the Legionella Prevention and Control Plan (PPCL). The latter is always mandatory in case of not opting for the PSL.

	
	LABAQUA S.A.
	It would be important to stress the need to align the risk assessment criteria and propose a methodology with objective allocation criteria, as well as the unambiguous definition of the impact of the risk assessment outcome on the definition and implementation of maintenance plans. In this same respect, it would be important to highlight the importance of including the technical consensus on Legionella’s ability to protect itself in biofilms and its association with amoebae in Risk Assessments and ultimately in maintenance plans.
	Risk assessment is the central axis of the PSL. The presence of biofilms is a factor to be considered in accordance with two of the three principles that govern the PPCL.

	
	Winton Ibérica, S.A.
	OUT OF RANGE ANALYTICS (Specify when to completely stop a facility and when to start it up).
	Without prejudice to the powers of the Health Authority, complete or partial stoppage of a facility in the event of out-of-range presence analysis of Legionella and re-start is one of the measures that the facility operator must include in the corrective measures along with the time of re-start. 

	
	Ana Álvarez
	It is important for the preventive and corrective measures to be well specified for each facility with a greater or lesser probability of legionella, indicating in detail the treatments and analyses in each.
	The list of preventive and corrective measures according to the group of facilities and the minimum sampling frequency have been proposed:

	
	José Julio Navas
	· The classification of facilities by greater or lesser probability of bacterial proliferation and dispersion must be made after the risk assessment of each facility. This implies that this assessment process must be to some extent dynamic, and the obligation must be established for operators of these facilities to carry out this assessment on a certain periodic basis.
· On the other hand, this “self-assessment” must be subject to the official evaluation by the Official Health Control Services, the latter being binding and prevailing over self-assessment. 
· In this regard, the guide to the risk assessment of facilities published by the Ministry needs to be thoroughly revised, as it has (in my view) errors and inconsistencies that need to be reviewed.
· The annexes describing the cleaning and disinfection review measures of the facilities must be much clearer. Sometimes it is difficult to interpret what must be done and of course the measures must be coherent and possible. For example, there are a large number of types and models of jacuzzi-type systems and many of them are of very large dimensions, which de facto prevents some of the operations described in the current RD 865/2003, specifically Annex V thereto, from being carried out.
· Also there is a need to establish a facilities maintenance programme and a register of maintenance operations that are much clearer in their contents and aligned with the requirements of the facilities regarding the required review, cleaning and disinfection operations.
	The PPCL must be continuously reviewed and updated on the basis of the results obtained from the reviews carried out.
The results of the implementation of the PPCL and its updates will be one of the aspects to be taken into account in the framework of official control.

	
	HOSBEC Salud
	In cleaning and disinfection procedures, we believe that it must be possible for technical managers to carry out the disinfections of their facilities (without recourse to specialised companies) provided that they use physical methods, or biocidal products for non-specialised professional use, and have the appropriate training (to be included in the training programme).
	The provisions of the draft do not state anything to prevent this.

	Design of facilities
	Rubén Santos Martínez de Laguna
	Little attention is paid to physical measures of prevention and control. Specifically to terminal filters or bacterial micro-filters or filters at point of use (among the many other names given to them). In general, these would be physical barriers, which thanks to 0.2um filtration technologies constitute measures widely used in neighbouring countries, given their effectiveness and cost reduction in terms of control of legionella (and other pathogens present in water).
	Within the specific requirements for water installations, equipment and quality, the use of physical measures must be in line with the provisions of the Technical Building Code (CTE) and the Regulation on Thermal Installations in Buildings (RITE).
Apart from this, the draft states that as part of the continuous treatment of water, actions aimed at maintaining the water quality of the facility can be carried out through the use of chemicals, physical or physical-chemical systems.

	
	QUIMSA ITW
	In the quarterly reviews of domestic hot water accumulator tanks, it would allow alternatives to opening them as it poses a serious problem for the facility, increases the risk of contamination and alters the normal operation of the facilities.
	In the draft, depending on the design of the accumulator tanks it is possible for the controls of the accumulator tanks to be equipped with a purge tap accessible in the lower area of the tank that allows it to be completely emptied and sampled and which will also be below the level of the water outlet. In other words, it is not necessary to open them.

	
	QUIMSA ITW
	Preventive treatment in cold water and hot water networks should not have to be carried out systematically on an annual basis, unless legionella is detected. Doing so constitutes an attack on the system that does not in any way guarantee that the network will not subsequently be colonised. Exhaustive and frequent sampling should be carried out, proceeding to treatment if presence is detected. In cooling towers it makes sense since because of their location and way of working they accumulate a lot of dirt inside.
	Cleaning and disinfection is established with the periodicity that is reflected in the PPCL or PSL as the case may be, but at least annually in the case of the PPCL. (See Part A of Annex IV. Maintenance and programme for cleaning and disinfection of facilities

	
	
	Change the procedure set out in Annex 3 for disinfection of cold water and hot water networks, in particular as regards the treatment of tanks. There is no point in disinfecting the water, throwing it out, and then setting to work with the whole team on cleaning and then treating the network. 
	ANNEX IV (Maintenance and programme for cleaning and disinfection of facilities) establishes the logical sequence of cleaning prior to disinfection.

	Accreditation of Legionella prevention and control companies

	
	Miquel Sabriá Leal, Sebastián Crespi Rotger and Juan Angel Ferrer Azcona
	Given the high degree of specialisation and scientific knowledge that must underpin Legionella prevention tasks, prevention, cleaning and disinfection companies and laboratories must have sufficient and appropriate human and technical resources, as well as quality accreditations that ensure the highest technical standards and best practices. These accreditations must go beyond the simple administrative requirements of the current authorisations of the activity.
	At present, no provision has been made for accreditation (technical competence) of service providers

	
	LABAQUA S.A.
	It would be necessary to define clear requirements to demonstrate the technical competence required of entities applying physical treatments, as well as the technical requirements to be met by such treatments.
	

	In relation to sampling

	Procedure
	GRUPO BETA
	Definition of the sampling protocol, number of samples and time from disinfection to subsequent collection of samples
	Covered by Annexes VI and VII of the proposed RD respectively 

	
	Winton Ibérica, S.A.
	The Royal Decree should specify the minimum number of points to be sampled, as stipulated in UNE 100030:2017 (Annex F.10.3), with that or another criterion.
	

	
	Ambientalys, SL
	TIME BETWEEN SAMPLING AND ANALYSIS: The current discrepancies between transport times and temperatures between RD 865/2003 and UNE 100030/2017 must be clarified.
	

	
	
	SAMPLING: The discrepancies between the sampling criteria set out in the current legislation (indicated for the case of outbreak only) and those indicated in UNE 100030/2017 must be clarified.
	

	Sampling frequency
	GRUPO BETA
	Extension of frequency of measurement of Legionella spp in cooling systems, to monthly.
	This is included in the minimum frequency for this type of facility.

	Sampling points
	Winton Ibérica, S.A.
	The Royal Decree should specify the minimum number of points to be sampled, as stipulated in UNE 100030:2017 (Annex F.10.3), with that or another criterion.
	Within the sampling programme, one of the sections to be covered is that of the Designation of sampling points, which must be recorded by the facility operator. 
In turn, the draft proposes points to be checked for the following facilities:
- Indoor drinking water facilities
- Cooling towers and evaporative condensers and similar systems
- Facilities with heated water systems or systems with temperatures similar to those of heated water systems (≥ 24°C) and aerosolisation with or without agitation and with or without recirculation through high-speed jets or air injection, multi-purpose pool sections with this type of installation, with play facilities, water play areas...

	Sample
	QUIMSA ITW
	As regards the sampling and neutralisation of the biocide by keeping the samples at room temperature, it does not reflect the actual state of the facility, since, especially in the warm season, during transport to the laboratory the number of bacteria can multiply exponentially and not reflect the true state of the facility. 
	For the inactivation of the disinfectant, it is indicated: Standard containers sold for the taking of water samples for microbiological testing must comply with ISO 19458:2006 point 4.2.3 inactivation of disinfectants.
In order to neutralise other disinfectants, it is necessary to apply the corresponding inactivation measures according to the indications of the disinfectant manufacturer, and the neutraliser set out in the biocidal product authorisation resolution. The samples must be inactivated in accordance with the authorisation resolution,
During transport, exposure to light and heat must be avoided. Therefore, the sample cannot be maintained at room temperature in summer.

	Accreditation of sample taking
	ANECPLA
	Against the accreditation of the sampling and in favour of its being carried out in accordance with Annex F to UNE 100030:2017. 
	Given the critical nature of the sampling, it is considered appropriate to establish the accreditation of the sampling act. The draft includes two chapters on sampling, which would be the reference for accreditation.

	
	LABAQUA S.A.
	In favour of accreditation of sampling
	

	
	CALIDAD Y GESTIÓN CIENTÍFICA S.L
	Clarify the mandatory accreditation (given the internal discrepancies of the UNE 100030 standard: 2017 establishes the accreditation of the person taking legionella samples: General mandate and. Annex F).
	The draft RD makes accreditation of sampling compulsory. Accordingly, the provisions of the RD would prevail over standard UNE 100030: 2017.

	In relation to the analytics

	Parameters
	Idexx Laboratories
	Royal Decree 865/2003 establishes a unit of measurement of CFU/l instead of Number/l.
	The objective of sampling is to verify the effectiveness of the preventive measures taken, in particular cleaning and disinfection. It is therefore crucial to focus research on demonstrating the persistence of viable forms of the bacterium.
On the other hand, as regards microbiology, the community legislation on the matrix under investigation (water) refers to CFUs (see Royal Decree 140/2003 of 7 February laying down health criteria for the quality of water for drinking, transposing Directive 98/83/EC into national law).

	
	Ana Álvarez
	The level of aerobic organisms in cooling towers should be considered as the standard, since there is no study stating that they are related, and very often the level of aerobic organisms is satisfactory and yet legionella is present.
	The levels set out in the current regulations have been maintained.

	
	QUIMSA ITW
	Eliminate aerobic organism control in cooling towers. This information does not provide anything in relation to the presence of legionella, moreover, there are studies that indicate an inverse correlation. 
	We have not found it appropriate to eliminate this parameter (indicator)

	
	Grupo Beta
	Quantification of aerobic organisms:
Measurement of aerobic organisms in cooling systems; eliminate monthly analytical control of aerobic organisms. If this control is maintained, take account of the UNE standard which uses 100,000 CFUs/ml.
	A minimum quarterly frequency has been established.

	With regard to analytics

	Analytical method:
Incorporation of alternative methods to culture
	- Idexx Laboratories
- General Council of Official Colleges of Biologists
- Rafael Ramiro Moreno
- Mª Ángeles Beltrán Núñez
- Bioser, S.A
- Winton Ibérica, S.A.
- Ambientalys, SL
- Guillermo Rodríguez Albalat
- Miquel Sabriá Leal, Sebastián Crespi Rotger and Juan Angel Ferrer Azcona
-Microbial SL
	In favour of not limiting the analytical method to culture and allowing alternative methods.
	It has been taken into account, making it possible to use alternative methods of rapid diagnosis (certificates) for the early adoption of preventive measures.

	Analytical method: Requirements for alternative methods
	Bioser, S.A.
AIGÜES DE MATARÓ
	Establish a correlation between Genomic Units and CFUs.
	The draft has established that for this type of alternative methods to culture other methods of rapid detection of Legionella spp may be used for the assessment of the facility. These methods must have a national or international certificate of validity issued by a recognised national or international certification body. In principle, there is no obligation for these methods to be carried out exclusively by accredited units.

	
	AIGÜES DE MATARÓ
	Alternative testing methods to culture should be allowed, providing they are covered by the accreditation of the laboratory under ISO 17025, which is the only regulatory way to ensure that it is valid for the intended purpose.
	

	
	Ambientalys, SL
	Establish the validation requirements that will be made of the methods.
	

	
	Guillermo Rodríguez Albalat
	Rapid methods must be validated and certified by a competent body at national or international level, as set out in UNE1000330 of 2017
	

	
	Ferrán Ribas i Soler
	There are faster or much faster methods than culture that should not be disregarded for risk assessment if their equivalence with standardised methods is demonstrated.
	

	
	Grupo Beta
	Define valid method of analysis for Legionella spp. If more than one is valid, it is important to differentiate actions based on the method used, since the results are very disparate and can generate interference and doubts when it comes to seeing the result.
	

	
	QUIMSA ITW
	A very strict approach must be taken to new detection procedures and they must not be validated until it is scientifically demonstrated that they really have validity and reliability. 
	

	Accreditation of laboratories
	General Council of Official Colleges of Biologists
	Mandatory accreditation of analytical units conducting Legionella research.
· Unaffordable for small and medium-sized laboratories.
· The need for a minimum number of samples to be eligible for accreditation.
Proposals
Establish accreditation on the basis of the number of samples per year.
Study the possibility of demonstrating the quality of results, applying procedures we perform under the ISO standard and participating in inter-comparison testing.
	RD 865/2003 already requires accreditation for the culture of Legionella, so given the characteristics of the bacterium it is considered necessary for the culture to be carried out in units with technical competence and therefore accredited.
In the case of alternative methods to culture, the proposal states that the laboratory must at least put in place a quality assurance system and have it validated by an external quality control unit and subjected to regular audits.
Mandatory accreditation has been considered exclusively for analytical units carrying out isolation and culture of Legionella

	
	LABAQUA S.A.
	In favour of accreditation of analytical units, including those using alternative methods to culture.
	

	
	BIOCENTROL laboratorios s.l.
	Against, in view of the negative impact on small and medium-sized laboratories (staff, cost, number of samples).
	

	
	Guillermo Rodríguez Albalat
	Analyses (by any technique) of Legionella spp corresponding to routine controls (self-inspection) and situations where there is suspicion or relationship with cases/outbreaks should be performed by laboratories accredited under standard UNE EN ISO/IEC 17025
	

	In relation to the training of staff

	Technical Officer
	General Council of Official Colleges of Biologists
	It is essential to introduce knowledge in microbiology as one of the fundamental requirements
	In accordance with the definition of technical manager and the provisions of the Chapter on Personnel, the requirement for such knowledge is covered. 

	Personnel taking samples
	Ambientalys, SL
	Being aware that sampling is a key point for the control and prevention of Legionella, the criteria and requirements for training and qualification of the staff performing this task must be clear, if they are criteria of UNE EN ISO 17025 for example
	By establishing the accreditation of these personnel, the training corresponding to this activity would be guaranteed.

	
	Winton Ibérica, S.A.
	It is important to be able to validate the professional qualification of the sampler.
	

	Training of own staff
	Ana Álvarez
	The courses for maintenance personnel should be different from those for workers.
Although it is extensive, it is necessary for the Royal Decree to be a useful manual for working in this sector and to be easy for people with limited knowledge of the subject, such as the owners of the facilities, to understand.
	The proposal provides for the training of staff to be in line with the characteristics of the tasks or activities they carry out in the facility.

	
	CALIDAD Y GESTIÓN CIENTÍFICA S.L
	The adaptation of the necessary training for workers in facilities at risk of Legionella to regulated Vocational Training or to a Certificate of Professionalism as indicated in Royal Decree 1538/2006 of 15 December involves an increase in the number of hours of training for workers (from 25 hours to an average of 200 hours) that would pose a real problem for facility workers and companies, involving much higher costs for training workers in terms of hours and resources.
	An adaptation period of six years is granted (see Third Transitional Provision. Validity of the certificate of qualification). 

	Remote training
	Winton Ibérica, S.A.
	Allow semi-remote training. According to “Annex C.3 UNE 100030:2017” the courses must be face-to-face.
	The draft does not make it mandatory for the training to be face-to-face. 

	
	Ambientalys, SL
	Own staff of the facility: Due to technological developments since the entry into force of the latest legislation (RD865/2003), the option must be given for alternative formats to face-to-face training.
	

	
	José Julio Navas
	It seems to me very positive that staff carrying out maintenance operations be obliged to hold a certificate of professionalism or a vocational training certificate. However, I believe that the importance of continuous training throughout the working life of these people must be stressed.
	The Training Programme must provide for continuing training as set out in Chapter VI on Training.

	
	HOSBEC Salud
	Guillermo Rodríguez Albalat
	From a training point of view, these techniques should be included and explained within the contents of the training courses for the staff concerned in the maintenance of risk facilities. In my opinion, this would help to maintain the engagement of everyone willing to take part in a constructive process focused on the importance of the commitment to their own health and that of the groups that use the facility they maintain.

	
	Guillermo Rodríguez Albalat
	From a training point of view, these techniques should be included and explained within the contents of the training courses for the staff concerned in the maintenance of risk facilities. In my opinion, this would help to maintain the engagement of everyone willing to take part in a constructive process focused on the importance of the commitment to their own health and that of the groups that use the facility they maintain.
	The continuing training programme implies that it must be updated in line with regulatory changes. Therefore, the training aspect a regards rapid diagnostic methods, where appropriate (activity or tasks performed), must be included in the relevant training programme.

	
	ANECPLA
	Adapt the training of operators according to the different levels of responsibility and knowledge (technical manager, specialists and basic operations to be carried out by the personnel of the facility).
	The Chapter on training lays down requirements depending on the functions or activities performed in the facility by both own and outside personnel.

	Maintaining competence
	General Council of Official Colleges of Biologists
	Graduates in Biological Sciences (from a curricular point of view) are trained in the hygienic-health control of legionella in the facilities and a priority necessity is training on the causal agent (microbiology) proliferation and dispersion (dynamics), its control (disinfection) and prevention at all levels, influencing factors that minimise the risks of the disease being contracted in the population. 
Training shown in Royal Decree 830/2010 of 25 June establishing the regulations governing training for carrying out treatment with biocides. Article 5, considering ourselves equally qualified to exercise the technical responsibility of biocide services of types 2, 3, 4, 11, 14, 18 and 19, being in possession of a university degree that attests to our having obtained appropriate skills and knowledge for the management of the control processes of harmful organisms, related to environmental health, application of type 11 disinfectants, which are the relevant ones here. Furthermore the authorising register (ROESB) recognises our degree as entitling us to be directly registered as technical head of a company. This register, in our view, must guarantee, through the relevant professional body, the veracity and maintenance of knowledge and skills to be in the Register (similar to the register of health professionals).
	The draft Royal Decree does not change the provisions of Royal Decree 830/2010 of 25 June establishing the regulations governing training for carrying out treatment with biocides. So the current status in this regard is not changed. 

	Treatments

	
	Ana Álvarez
	Dosage of the hypochlorite biocide: With regard to shock treatments in hot water and cold water for drinking, the initial concentrations of hypochlorite should be changed, because it is impossible to obtain a concentration at the terminal points of 1-2ppm from 20 or 30ppm of chlorine. It is chemically IMPOSSIBLE to reduce this concentration (except by adding inactivator which is not recommended in the protocol until the end) unless the level of organic matter inside the accumulator tank and network is very high.
	Given the possibility of opting for different disinfectant chemicals, the draft refers to biocides authorised for this purpose generally and not exclusively to hypochlorite. Agree with the effectiveness of the treatment and its verification

	
	QUIMSA ITW
	The wording of Annex 3, as regards chemical treatment: it is not possible to chlorinate the tanks at 30 ppm and then reach 1-2 ppm at terminal points. This creates many conflicts in applying treatments when the client asks for strict compliance with the protocol. Furthermore, we know that at a concentration of 1-2 ppm, Legionella does not die. It would be appropriate to raise the residual chlorine value to 5 ppm, and the opening time for heat treatment to 30 minutes above 65°C in those sections where legionella has been detected. 
	

	Other

	Indication of the version of Standards
	Ambientalys, SL
	In order to ensure that a legal provision does not lead to the application of outdated test methods, it would be appropriate to refer to the current version of the methods without including the year of review in force at the time of publication of the legal provision. ISO 11731 was updated in 2017 with significant technical improvements that are not being implemented in towers, evaporative condensers and analogous installations because RD 865/2003 indicated the year of revision 11731:1998.
	This has been taken into account in the preparation of the draft RD.

	Repeal of regional legislation
	SANAL Control Medioambiental, S.A
	I would like to know whether the future RD will expressly repeal Galician Decree 9/2001.
	National legislation does not implicitly repeal regional legislation. The latter is affected insofar as it contradicts the provisions of national legislation.

	Territorial harmonisation
	QUIMSA ITW
	Harmonise the application of the law in the different autonomous regions. It makes no sense for there to be laws with such different requirements in the face of the same problem. 
	This is the subject-matter of national legislation. However, it must be borne in mind that national legislation is of a basic nature and the RD itself allows the health authorities to adopt additional measures in their regions.

	
	QUIMSA ITW
	In general, transferring UNE 100030 to the Royal Decree would considerably improve the application of the law, although it should clarify certain aspects such as the frequency of sampling in facilities other than nursing homes, hospitals, hotels etc., since this is not clear, and it should determine the number of samples, when they are taken from electric water heaters, and distinguish in the minimum number of samples those corresponding to terminal points from the tanks, accumulator tanks and returns, since sometimes the result of applying the formula is inconsistent.
	Although the draft includes aspects already covered by Standard UNE 100030, those that are essential are transferred and the intention has been to maintain the voluntary use of quality standards by operators that improve the quality and safety levels of products and services. (Fourth additional provision of Law 20/2013, of 9 December, guaranteeing the single market.

	
	José Antonio Navarro Gil
	Refers to and contributes to specific aspects of the draft text amending the specific RD Annexes to the draft amendments to the Annexes to Royal Decree 865/2003
	No opinion is issued due to the fact that the draft RD has not been made public. In any case, they would be borne in mind at a later stage.
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	Issuer of the contribution
Contribution
	Comment

	Preamble

	Legionellosis is a bacterial disease of environmental origin that usually has two distinct clinical forms: the lung infection or “Legionnaires’ Disease”, characterised by pneumonia with high fever, and the non-pneumonic form, known as “Pontiac Fever”, which manifests as an acute febrile syndrome and mild prognosis. In both situations it can occur in the form of outbreaks and isolated or sporadic cases.

	AELI (Spanish Association of Independent Laboratories)/EUROLAB-España (Spanish Association of Test, Calibration and Analysis Laboratories)/FELAB (Association of Test, Calibration and Analysis Entities)
- “… in the form of outbreaks and isolated and/or sporadic cases”
Comment: Amended accordingly.

	Legionella is an environmental bacteria capable of surviving in a wide range of physico-chemical conditions, multiplying at temperatures between 20°C and 50°C. Its optimal growth temperature is 35-37°C. Its natural ecological niche is surface water, such as lakes, rivers, ponds, forming part of its bacterial flora without ruling out seawater. From these natural reservoirs the bacterium can colonise the supply systems and, through the water distribution network, it is incorporated into drinking water systems (cold or hot) or other systems that require water for their operation, such as cooling towers.

	AELI (Spanish Association of Independent Laboratories)/EUROLAB-España (Spanish Association of Test, Calibration and Analysis Laboratories)/FELAB (Association of Test, Calibration and Analysis Entities) 
- “… without ruling out seawater (Spas and Thalassotherapy)”
If the previous text is maintained (since we are not aware of Legionella spp having been detected in seawater), however we have detected Legionella in spas with thermal waters (new ecological niche) and I have seen that they are included in this RD draft
Comment: The water for spas and thalassotherapy does not mainly come from the sea.

	The presence of water contaminated with the bacteria in badly designed and poorly maintained facilities favours the stagnation of water and the accumulation of nutrient products for the bacteria, such as sludge, organic matter, corrosion materials and amoebae, forming a biolayer. The presence of this biolayer, together with a favourable temperature, explains the multiplication of Legionella to concentrations infective to humans. If there is an aerosol-producing mechanism in the facility, the bacteria can be dispersed into the air. Aerosols containing the bacteria can remain suspended in the air and penetrate by inhalation into the respiratory system of exposed people.

	CONAIF
- The presence of water contaminated with the bacteria in badly designed, badly installed and poorly maintained facilities. (Justification: In the proliferation of legionella not only poor design or poor or non-existent maintenance are causes of proliferation but also incorrect execution)
Comment: Amended accordingly.

	The current state of scientific and technical knowledge, the experience gained both in the application of the regulations and the results of the epidemiological and environmental study of the cases and outbreaks that have occurred in recent years make it necessary to update Royal Decree 865/2003 of 4 July by approving a new law covering the technical improvements, new risk management measures and innovations necessary for greater control of susceptible facilities and equipment. However, it is considered necessary to continue investigating those aspects that lead to the proliferation of Legionella, as well as the possible procedures for its effective elimination, adapting the regulations accordingly to subsequent developments.

	SESA (Spanish Society for Environmental Health) / AQUA AMBIENT / Miguel Sabriá Leal/Spanish Standardisation Association (UNE)
- Inclusion in the paragraph of a reference to the update of Standard UNE100030:2017
Comment: This rule is already implicitly covered by the reference in the same paragraph to “current scientific and technical knowledge”. Likewise, no reference is made to all the documentation or bibliography that have determined the need to amend the Royal Decree. Its express mention in the RIA is due to the descriptive nature of the RIA and its including a greater breakdown and detail of the aspects of the proposed Royal Decree. 

	BIENDA
- We believe it is necessary to mention UNE 100030. This draft captures almost all of the inputs from the UNE standard, but it is not specified. The Standard should be included throughout the text in order to unify criteria and allow for future updates of the Standard as technology progresses (as is being done in other regulations such as that of drinking water). 
Comment: All technical-scientific sources have been used when updating the legislation, including the Standard. This is not the only one that has been used. In turn, within the framework of the health policy on Legionella, two tracks have been chosen, one of a finalist nature and the other in a pre-emptive and inclusive nature (PSL). 

	Autonomous Region of Catalonia
- Since some technical aspects have been based on standard UNE 100030, to which, as agreed in the Environmental Health Paper, no specific reference is made in the body of the draft because it does not share all its requirements from a health point of view, we consider it appropriate to mention this standard in the preamble, as a tool that has also been used as a technical basis for the development of this decree.
Comment: Where appropriate, the list of the different bibliographic and technical-scientific sources consulted in the preparation of the Royal Decree should also be included.

	CHAPTER I. General provisions

	Article 1. Object.
This Royal Decree aims to protect the health of the population through the prevention and control of legionellosis by means of the adoption of hygienic and health measures in facilities that use water in which Legionella is able to proliferate and disseminate through aerosols and the exposure of people to them.

	AUTONOMOUS REGION OF ARAGON
- It is not clear to what this expression refers: “... and the exposure of people to them” (We cannot propose an alternative text because we do not know the meaning of the phrase).
Comment: No possibility of confusion is identified, exposure to aerosols is one of the contributing factors in this disease.

	Laboplus (Group of Private Environmental Health and Food Safety Laboratories)/Miguel Sabriá Leal
- This Royal Decree aims to.... that use water or in those activities in which Legionella is.........” (Justification: The incidence of cases and outbreaks of legionellosis due to compost manipulation activity by both private individuals and professionals in the gardening activity has been documented every day in Europe. This would imply the possibility of information measures for users, as well as the prevention of occupational risks for workers, and at the same time the adoption of measures in compost processing and packaging plants. The latest publication: ‘An outbreak investigation of Legionella non-pneumophila Legionnaires’ disease in Sweden, April to August 2018: Gardening and use of commercial bagged soil associated with infections. Euro Surveill.2021;26(7):pii=1900702. https://doi.org/10.2807/1560-7917.ES.2021.26.7.1900702”
Comment: The determining factor for the presence and proliferation of Legionella is the conditions of a facility and not so much the activities carried out there. The decisive factor is the facility and not the activity carried out in it.

	INMA RODRIGUEZ MORA
- Given the scientific evidence that aerosol drops have to be less than 5 μm in order to enter the pulmonary alveoli, this aspect should be considered within the severity and risk of the facilities.  Thus we find studies that indicate that by nasal inhalation particles of more than 2.5 μm cannot reach the pulmonary alveolus (impact of airborne particle size) while if inhalation is by mouth particles of between 1 and 10 μm could reach the lung section (Schlesinger R.B., in McClellan R.O.) This is the direction of other laws such as that of Portugal which defines risk facilities as those that generate aerosols smaller than 10 μm. (Lei 52/2018 que estabelece o regime de prevenção e controlo da doença dos legionários.)
Comment: Basic general legislation has been developed because the facilities to be controlled are very diverse. With the risk assessment for each individual facility, the size of the aerosol drops will have to be taken into account in order to establish exposure to humans.

	Article 2. Definitions.

	2. “Water for drinking”: Hot or cold water for drinking.

	AUTONOMOUS REGION OF CATALONIA
Point 2: In the definition of Hot or cold water for drinking, we propose that it be indicated that the definition of water for drinking laid down in the current legislation on drinking water is applicable so that there are no other possible interpretations and it is clear that it includes all the cases of the definition of water for consumption in RD 140/2003 or current legislation on water for drinking. Since the document refers to hot water as ACS (hot water for drinking) and to cold water as AFC (cold water for drinking), we propose that these abbreviations be indicated here.
Comment: The definition of cold/hot water is not included in RD 140/2003. At the time it was decided not to establish a definition in this regard due to possible fluctuations in the temperature of cold water for climatological reasons.

	7. “Calibration of equipment”: Procedure for adjusting the values obtained by an instrument with the corresponding measurement of a reference standard.

	AELI (Spanish Association of Independent Laboratories)/EUROLAB-España (Spanish Association of Test, Calibration and Analysis Laboratories)/FELAB (Association of Test, Calibration and Analysis Entities) 
- VERY IMPORTANT: ERROR TO BE CORRECTED: A calibration (reproducible, homogeneous and robust) is never an “ADJUSTMENT”. An adjustment is the making of a temporary correction at 1 single value or reference point, and when the acceptance or deviation criterion is outside the permissible range, calibration is carried out with respect to certified standards. You should put exactly the definition of the Quality Vocabulary: ISO/CEI2, ISO 17025, ISO 3534-2, VIM:1993, etc... IN ANY CASE COPY THE DEFINITION OF ISO 17025
Proposes: CALIBRATION: set of operations that establish, under specified conditions, the relationship between values of quantities indicated by a measuring instrument or measuring system, or values represented by a material measure or a reference material, and the values corresponding to a magnitude obtained by means of one or more national or international traceable standards or certified reference materials. (UNE-EN 30012) (ISO/IEC GUIDE 25) (ISO/CEI2)
	Amended accordingly: “7. “Calibration of equipment”: Set of operations that establish, under specified conditions, the relationship between values of quantities indicated by a measuring instrument or measuring system, or values represented by a material measure or a reference material, and the values corresponding to a magnitude obtained by means of one or more national or international traceable standards or certified reference materials.”

	INMA RODRIGUEZ MORA
- Erroneous definition of calibration. The definition in Article 2 for “Calibration of equipment” actually corresponds to “Adjustment of equipment” as a calibration implies obtaining bias or correction values and the measurement uncertainty. 
According to the Bureau International des Poids et Mesures calibration is the documented comparison between the measuring device to be calibrated and a traceable reference device. 
And according to the Spanish Meteorological Centre: 
Calibration is the Set of operations that establish, under specified conditions, the relationship between the values of a magnitude indicated by a measuring instrument or measuring system, or the values represented by a materialised measure or reference material, and the corresponding values of that magnitude performed by standards.
	

	8. “Wet room”: Room in which there are appliances that consume water.

	AUTONOMOUS REGION OF ANDALUSIA
It would be useful to clarify the definition with examples for the purpose of calculating the number of sampling points
	The definition refers to the general nature of a room where water is used. It is also the same definition as in the various Laws. Since this term, on the basis of the amendments proposed, no longer appears, we propose to delete the definition.

	AUTONOMOUS REGION OF CATALONIA
The definition is that of the CTE (Technical Building Code), but for this RD it cannot be applied, since we can have a room with a washing machine without a water outlet point and in this case the provisions of the RD for wet rooms would not apply to it. In any case this term is used only in Annex VI, which indicates that the number of terminal points will be equal to the number of wet rooms, but we do not consider this to be appropriate in all cases, because we have situations where in the same room we can have different circuit taps, or for other reasons it is necessary to sample several taps or water outlets. We therefore propose to delete the definition and the phrase referring to wet rooms from Annex VI. If the phrase referred to in Annex VI is retained, we understand that the definition should indicate a room where there are several water outlets (taps, showers, hoses, etc.) and not as defined in this draft.
	

	FEDERATION OF MUNICIPALITIES OF CATALONIA
The text should specify what is to be understood by “water-consuming appliances”.
	

	9. “Automatic doser”: Equipment for non-manual and programmable dosing of biocidal products and/or chemical mixtures. This programmable dosage is associated with the continuous measurement or monitoring of the residual level of the product or mixture to be dosed or of the appropriate parameter indicating its concentration.

	AUTONOMOUS REGION OF CATALONIA
Automatic/semi-automatic doser: We believe that a distinction must be made between automatic dosing and automatic biocidal product control. Therefore, we propose to delete the second part of the definition, concerning the monitoring of the biocidal product, and we would delete the definition of a semi-automatic doser. We understand that the articles involved in using this concept can already indicate what is intended to be prescribed, but as a definition we do not believe it is correct.
	Bearing in mind that not all disinfectant biocidal products can be subject to automatic dosing and that already dosed presentations can now be placed on the market, it is corrected in this regard: “Equipment for non-manual and programmable dosing of disinfectant products and/or chemical mixtures”.

	SESA (Spanish Society for Environmental Health)
9. “Automatic doser”: Equipment for adding a chemical product to water in a controlled dose. It is usually made up of a product accumulator tank, a dosing pump, a product suction system and another drive and injection system. The addition can normally be produced in a timed manner, proportional to the flow rate using a pulsed meter or from an external signal from a regulation and control instrument.
	

	AQUA AMBIENT
9. “Automatic doser”: Equipment for adding a chemical product to water in a controlled dose. It is usually made up of a product accumulator tank, a dosing pump, a product suction system and another drive and injection system. The addition can normally be produced in a timed manner, proportional to the flow rate using a pulsed meter or from an external signal from a regulation and control instrument.
Justification: This definition is not correct at the technical level. In the drafting of Standard UNE 100030, we already agreed on this subject from the sector, and a single technical definition of “automatic doser” was made that includes this “invented” definition of semi-automatic. Much better to unify criteria, and above all the technicians already agreed in the sector and already named in Standard UNE 100030.
	

	Miguel Sabriá Leal
- Change definition “automatic dosing” and delete “semi-automatic” dosing. Change definition of “automatic dosing”: Equipment for adding a chemical product to water in a controlled dose. It is usually made up of a product accumulator tank, a dosing pump, a product suction system and another drive and injection system. The addition can normally be produced in a timed manner, proportional to the flow rate using a pulsed meter or from an external signal from a regulation and control instrument. (Justification: This definition is not correct at the technical level. In the drafting of Standard UNE 100030, we already agreed on this subject from all over the sector, and a single technical definition of “automatic doser” was made that includes this “invented” definition of semi-automatic. Much better to unify criteria, and above all the technicians already agreed in the sector and already named in Standard UNE 100030.)
- If maintained as in the proposal: ‘9. “Automatic doser”: equipment for non-manual and programmable dosing addition of biocidal products and/or chemical mixtures. This programmable dosage is associated with the continuous measurement or monitoring of the residual level of the product or mixture to be dosed or of the appropriate parameter indicating its concentration. (Justification: This is a semantic issue so as not to include what is defined in the definition)
	

	10. “Semi-automatic doser”: Equipment for non-manual and programmable dosing of biocidal products and/or chemical mixtures. This programmable dosing is associated with the measurement or monitoring, but not continuously, of the residual level of the product or mixture to be dosed or the appropriate parameter indicating its concentration.

	AUTONOMOUS REGION OF CATALONIA
Automatic/semi-automatic doser: We believe that a distinction must be made between automatic dosing and automatic biocidal product control. Therefore, we propose to delete the second part of the definition, concerning the monitoring of the biocidal product, and we would delete the definition of a semi-automatic doser.
	The definition of “semi-automatic dosage” is deleted

	SESA (Spanish Society for Environmental Health)
This definition is not correct at the technical level. In the drafting of Standard UNE 100030:2017, a consensus was reached from the sector, and a single technical definition of “automatic doser” was made, which includes this definition of semi-automatic.
Much better to unify criteria, and above all the technicians already agreed in the sector and already named in Standard UNE 100030.
It is included in automatic. Technically a dosage is either automatic or manual, there is no such thing as semi-automatic. Another topic is an automatic measurement of a continuous or periodic parameter (every so often during the day and automatically makes a measurement to update the meter reading based on the results analysed automatically).
	

	AQUA AMBIENT
Delete (Justification: It is included in automatic. Technically a dosage is either automatic or manual, there is no such thing as semi-automatic. Another thing altogether is an automatic measurement of some parameter in continuous or periodic (every so often during the day and automatically makes a measurement to update the reading of the meter depending on results analysed automatically)
	

	BIENDA
The definitions “Automatic Doser” and “Semi-Automatic Doser” are not correct. They define similar equipment with the only exception that the semi-automatic does not measure continuously, but both have biocidal product measurement equipment. 
In ANNEX IV it states that the dosage may be automatic, semi-automatic or manual. This leaves out automatic dosing equipment without measuring equipment. It is for this reason that we believe the definition of semi-automatic is incorrect. 
We propose that the definition of semi-automatic doser be: Equipment for non-manual and programmable dosing of biocidal products and/or chemical mixtures. This programmable dosage must be carried out either by time schedule or by auxiliary equipment (such as a pulse-emitting meter) without human intervention.
	

	Miguel Sabriá Leal
- Delete “semi-automatic” dosing (see justification in automatic dosing)
- If maintained as in the proposal: 10 “Semi-automatic doser”: equipment for the non-manual and programmable dosing addition of biocidal products and/or chemical mixtures. This programmable dosage is associated with the measurement or monitoring, but not continuously, of the residual level of the product or mixture to be dosed or the appropriate parameter indicating its concentration. Justification: This is a semantic issue so as not to include what is defined in the definition)
	

	11. “ Transitable fountains”: Fountains composed of one or more outlets supplied by an underground tank which allow transit over them.

	Autonomous Region of Castilla-La Mancha
We believe that it is not necessary to define a transitable fountain in order for these facilities to comply with the Royal Decree; suggesting its omission.
	It is proposed to delete it as they are referred to only by way of example in Annex I and it was not the intention of the RD to define all the types of facilities concerned. 

	Autonomous Region of Catalonia
We suggest deleting “supplied by an underground tank” in order to cover the possibility of there being no tank and their being supplied directly from the network. And we propose replacing “allow transit over them” with “allow transit over the outlets area”.
	

	Barcelona Public Health Agency
Amendment of the definition of transitable fountain since they do not all have a tank: Fountains composed of one or more outlets fed by an underground tank which allow transit over them.
	

	12. “Priority facilities”: Centres that provide services to or are frequented by particularly vulnerable persons: health and socio-health centres or other establishments frequented by elderly people or people with chronic pathologies.

	Autonomous Region of Castilla-La Mancha
It is suggested that definition 12 be amended as follows:
12. Priority facility: Facility, equipment or apparatus where Legionella is capable of proliferating and spreading through aerosols, and which meets at least one of the following conditions:
a) located in spaces with users potentially exposed to risks related to water aerosolisation, in particular premises for public use 
b) located in centres that provide services to or are frequented by particularly vulnerable persons, such as health and socio-health centres or other establishments frequented by the elderly or people with chronic pathologies.
c) Facilities capable of producing a large proliferation and spread of Legionella, in quantity and distance, causing greater exposure to the population
Justification: We understand that the definition of priority facility is associated with specific premises or locations, but that the facility is not an establishment, but is defined as the facility that is located in a specific centre or place, or has a particular effect. The definition should therefore not be restricted only to health or socio-health centres, but should be extended to facilities involving exposure to a large number of people, such as those that may affect vulnerable people.
	It is proposed to amend it as follows: 
“Priority facilities”: Facilities in premises or centres or buildings that provide services to or are frequented by particularly vulnerable persons: health, socio-health centres and prisons, as well as any such other as the health authority may determine.

	Autonomous Region of Andalusia
“Priority facilities”, it is proposed to add at the beginning of the definition the expression “Facilities located in (...)”.
	

	Autonomous Region of La Rioja
Definition 12 “Priority facilities or premises”: define more precisely what is understood by many users, since in view of the diversity of regions what may be considered “many users” in La Rioja may not be so in Madrid or Andalusia. It has been defined as follows: “Priority facilities”: Centres that provide services to or are frequented by particularly vulnerable persons: health and socio-health centres or other establishments frequented by the elderly, or people with chronic pathologies 
Add "or heavily dependent people.” 
	

	Laboplus (Group of Private Environmental Health and Food Safety Laboratories) / Miguel Sabriá Leal
12. “Priority facilities”: Centres providing services to and/or... socio-health services and prisons as well as..." (Justification: Cases and outbreaks of legionellosis in prisons are common. The Spanish prison population is 92% male, with more than 40% over 40 years of age, smokers are 75%, 50% of inmates have some type of chronic pathology and HIV prevalence is 4.5%, all of which are predisposing factors for catching legionellosis https://www.miamiherald.com/news/special-reports/florida-prisons/article240187477.html; http://www.interior.gob.es/web/archivos-y-documentacion/la-poblacion-reclusa-en-espana; http://scielo.isciii.es/scielo.php?script=sci_arttext&pid=S1575-06202014000200003.)
	

	13. “Own staff”: Personnel who maintain a direct employment relationship with the operator of the facility and carry out Legionella prevention and control functions and tasks.

	AELI (Spanish Association of Independent Laboratories)/EUROLAB-España (Spanish Association of Test, Calibration and Analysis Laboratories)/FELAB (Association of Test, Calibration and Analysis Entities)
- 13. Own Staff: RD 830/2010... refers as such to “Corporate Personnel”, it would be appropriate to add Own Staff: Corporate personnel who maintain....
Comment: The definition in the draft is considered to cover both the situation of facilities using chemical biocidal products and those in which it is necessary to use them. This definition is not considered to be assimilated to that of Royal Decree 830/2010. In turn, in the face of problems related to this area, recourse must be had to labour regulations and, in particular, to the prevention of occupational risks, in which the term “corporate” is not used.

	14. “Control point”: Point, operation or stage where scheduled monitoring is carried out based on control activities.

	AELI (Spanish Association of Independent Laboratories)/EUROLAB-España (Spanish Association of Test, Calibration and Analysis Laboratories)/FELAB (Association of Test, Calibration and Analysis Entities)
- Control point(s) means the point or points representative of the system or part of the system where a scheduled periodic monitoring is performed based on the control activities. It should be specified that it is representative of the system to be controlled.
Comment: Representativeness is not a condition to be taken into account in the relevant programmes. Its condition as a checkpoint is that it contributes (pre-emptively) to maintaining the status of Legionella (cancelling/minimising the risk to acceptable levels).

	15. “Critical point”: Point, operation or stage requiring the adoption of effective measures to eliminate or minimise the risk to acceptable levels.

	Autonomous Region of Catalonia
Proposes the following wording: “This is the point, operation or stage that requires the adoption of effective measures to prevent the risk of Legionella proliferation and to eliminate or minimise the risk to acceptable levels”.
Comment: The elimination of the risk implies per se not only preventing the risk of proliferation but also eliminating the risk of its entering the facility, which is why Critical Points are assessed in the PSL but not in the PPCL. We do not therefore intend to change this definition.

	16. “Legionella Prevention and Control Plan (PPCL)”: A set of activities that minimise the risk of Legionella proliferation or spread in facilities or establishments.

	AUTONOMOUS REGION OF CATALONIA
Considers that all plans should be based on the risk analysis principle if they are to be effective, based on WHO water health plans or risk factor-based methods, as set out in the new Consumer Water Directive. We propose to delete these definitions, as it is already explained in the corresponding articles what it is and what the plan should include. The justification for this is set out more extensively in the considerations in Articles 6 to 8.
Comment: It is considered necessary to retain that definition, excluding the paragraphs which constitute it.

	SESA (Spanish Society for Environmental Health) / AQUA AMBIENT / CONAIF
- “Legionella Prevention and Control Plan (PPCL)”: A set of activities that minimise the risk of Legionella proliferation or spread in facilities or establishments. It must at least have an initial diagnosis, a programme of action and a periodic evaluation.
Justification: As with the PSL, it should include the minimum sections that a PPCL should include, which are then elaborated in the body of the text. The PPCL is based on the UNE 100030 Standard, so it is better to match the terminology as much as possible so as not to confuse the operator or the professional sector. An action programme is included, with maintenance programmes, water treatment, C&D, training, etc... which are then properly mentioned in the wording of the RD.
Comment: It is not necessary to include the different paragraphs which constitute it as they are referred to in Article 7

	17. “Legionella Health Plan (PSL)”: It is a risk assessment based on the recommendations of the World Health Organisation and must at least have a system assessment, control and verification measures, management and communication and periodic evaluation.

	AUTONOMOUS REGION OF CATALONIA
Considers that all plans should be based on the risk analysis principle if they are to be effective, based on WHO water health plans or risk factor-based methods, as set out in the new Consumer Water Directive. We propose to delete these definitions, as it is already explained in the corresponding articles what it is and what the plan should include. The justification for this is set out more extensively in the considerations in Articles 6 to 8.
Comment: It is considered necessary to retain that definition, excluding the paragraphs which constitute it.

	Laboplus (Group of Private Environmental Health and Food Safety Laboratories) / Miguel Sabriá Leal
- 17. “Legionella Health Plan’ (PSL)”: It is a risk assessment... management and communication and periodic evaluation, duly approved by the Health Authority. (Justification: In our view, this is one of the weak and controversial points of the draft Royal Decree because, although it indicates the minimum aspects to be covered by the PSL, it leaves them so open that in practice this route can become an easy way our for preventive strategies with no scientific basis and with no sufficient objective verification and control measures.
Curiously, the draft RD suggests that PSLs should provide “greater security” and recommends them for priority facilities (hospitals, nursing homes, etc.). This lax approach with the theoretically more secure PSLs contrasts with the detail of the PPCL, the minimum verification requirements for which and other issues are well established.
In order to ensure that the PSLs fulfil their preventive function and do not become a weak point of this new RD, and obviously do not meet their primary objective of preventing legionellosis, it is essential that:
1) The PSLs must be approved and regularly reviewed by the Health Authority.
2) The PSLs must include, as a minimum, the validation and verification requirements (analysis and controls) required of PCCLs.
The WHO, in its various publications clearly specifies that Water Safety Plans must be reviewed and approved by the relevant Authority (the Regulator).
WATER SAFETY PLANS https://www.who.int/water_sanitation_health/dwq/wsp170805.pdf
Water Safety Plans: Managing drinking-water quality from catchment to consumer. WHO. See Chapter 14: Water Safety Plan review, approval and audit. It reads verbatim: An appropriate body, usually the regulator or their designated agents, should review and approve water safety plans prepared by suppliers or Government agencies. This process is designed to ensure that the water safety plans developed are consistent with the water safety requirements articulated within the health-based targets. The review process is essential in the overall implementation and links to ongoing audit by providing the basis from which future assessments can be based. Page 116.)
Comment: In line with the definition of PPCL and the provisions of Article 8. the definition would read as follows: 17. “Legionella Health Plan (PSL)”: Set of activities resulting from a risk assessment.

	18. “Terminal point”: Any outlet of water and capable of producing aerosols (showers, taps, water curtain, etc.) is considered.

	AUTONOMOUS REGION OF ASTURIAS
- We consider that the definition of terminal points must be included.
Comment: It is already covered in the text of the draft RD. (See Article 2.18)

	DIPSALUT (Independent Public Health Body of Girona Provincial Council)
- Should a normal tap that does not have a diffuser that generates aerosols not be taken into account? Specify that it is considered a “terminal point capable of producing aerosols” as terminal points must be taken into account for the collection of samples.
- Taps are considered as terminal points. In other parts of the RD it also refers to terminal point as end points and terminal elements. Is it proposed to unify criteria?
Comment: If it does not have a diffuser in principle it would not be subject to the RD, unless in the form of its use it generates it.
The revision has been carried out and the entire text will use “Terminal point”

	ALMUDENA GONZÁLEZ GASCÓN Y MARÍN
18. “Terminal point”: Any outlet of water capable of producing aerosols (showers, taps, water curtains, etc.) is considered.
I consider that, in this definition, the part “capable of producing aerosols” may give rise to problems of interpretation of two types, particularly in relation to taps.
First, a washbasin tap may or may not be capable of producing aerosols, but in a facility such as a hotel, which has showers and other terminal points that do produce aerosols it is essential to periodically open ALL the terminal points, and not just those capable of producing aerosols. 
Secondly, it could be interpreted from this definition that any tap, for example, the tap of any washbasin is liable to produce aerosols. If this were the case, a huge number of facilities would fall within the scope of this Royal Decree, such as any restaurant or shopping centre with public lavatories for example. Or any public office with public lavatories. This would have a high impact, as the requirements laid down in the Royal Decree entail economic and environmental costs that are not yet borne by this type of establishment, of which there are many. These costs appear disproportionate to the possible risk of causing legionellosis from the tap of a washbasin. 
In fact, the Technical Guide for the Prevention and Control of Legionellosis in Facilities, in Chapter 2, point 1, second paragraph, explains textually: “Cold water facilities for drinking which do not have aerosol-producing elements may be considered to be outside the scope of the Royal Decree, and this exclusion could even be applied if only taps are available”; In addition, in Table 7 of the same chapter, when assessing the type of aerosolisation, showers and “other systems” are expressly mentioned, but not taps. Similarly, in Chapter 3 of the same Technical Guide, on page 11, paragraph 4.3.4.1(a) reads literally: “a) Domestic hot water facilities with washbasins and without showers or other aerosol-producing elements. These facilities generally do not produce aerosols, so they can be considered outside the scope of the Royal Decree, but because they are likely to create suitable habitats for the development of Legionella, it is advisable, at least, to carry out an annual Legionella analysis and in case of presence, to carry out a cleaning and disinfection according to protocols detailed in Tables 6 and 7. Since these systems may be water tanks connected to other facilities, it is necessary to comply with the temperature requirements laid down in Royal Decree 865/2003.” 
Comment:  There are a wide variety of taps, some of which produce aerosols, therefore in the risk assessment of the facility, including terminal points such as taps, they must be taken into account in establishing exposure to people

	19. “Technical head”: responsible for defining, preparing and developing the PPCL or PSL and carrying out periodic assessments, as well as issuing the certificate of cleaning and disinfection that meets the training requirements set out in Article 18.3. as well as the provisions of Royal Decree 830/2010 of 25 June establishing the regulations governing training for carrying out treatments with biocides.

	Autonomous Region of Andalusia
Proposes to change the term “technical head” to “qualified head” in order to avoid confusing this person with that of Royal Decree 830/2010, and therefore proposes the following wording “Qualified head”: responsible for defining, preparing and developing the PPCL or PSL and carrying out periodic assessments, as well as issuing the certificate of cleaning and disinfection that meets the training requirements set out in Article 18.3., and where applicable the provisions of Royal Decree 830/2010 of 25 June establishing the regulations governing training for carrying out treatments with biocides.”
	With a view to greater specificity and in view of the possible overlap in the PPCL/PSL, in particular in the maintenance and review programme, of different technicians (architects, building engineers, thermal installations technicians, cooling installations safety technicians, etc.) it is proposed to transfer it to the article in which the responsibilities are dealt with under the name of Technician head for the PPCL/PSL respectively.
The text to be reinstated in the article on responsibilities is “The technical head of the PPCL or, as the case may be, the PSL, is responsible for the preparation, development, implementation and evaluation of the PPCL or, as the case may be, the PSL, as well as for proposing the corresponding corrective measures to the facility operator.”
On the other hand, with regard to the issue of C&D certificates, it is considered that it is not up to the technical head to issue them and that it would be a task for the operator(s) carrying out the C&D and for the technical head (unless there is a person responsible for the programme) to verify that is carried out in accordance with the provisions of the relevant programme (whether chemical disinfectant is used or not).

	AUTONOMOUS REGION OF CATALONIA:
Technical head: we propose the following wording so that there is no doubt that the head can carry out the Plan, as is being done in many cases: “Person with training to define, prepare, develop and carry out the PPCL, and periodically evaluate it, as well as to issue the certificate of cleaning and disinfection that meets the training requirements set out in Article 18.3 and the provisions of Royal Decree 830/2010 of 25 June establishing the regulations governing the training for carrying out treatments with biocides”.
	

	AUTONOMOUS REGION OF NAVARRE.
- Amend point 19: “Technical head”: Own or contracted personnel, responsible for...”. Reason: It gives the impression that only the Technical heads of the biocide services can perform these functions.
- Correct text. Where it says Article 18.3 it should say “Article 17.3”.
	

	AUTONOMOUS REGION OF THE BALEARIC ISLANDS
Amend: “Technical head”: responsible for defining, preparing and developing the PPCL or PSL and periodically evaluating it and issuing the cleaning and disinfection certificate meeting the training requirements set out in article 17.3.
	

	AUTONOMOUS REGION OF ARAGON
(Insert a comma after disinfection, because what comes after it refers to the technical head and not to the cleaning and disinfection certificate. 
Also change the article referred to, which is 17.3  and not 18.3.  We would delete from “and”...to the end since it seems to us redundant: 
“19. Technical head: Responsible for defining, preparing and developing the PPCL or PSL and periodically evaluating it and for issuing the cleaning and disinfection certificate which meets the training requirements set out in Article 17.3 18.3. and the provisions of Royal Decree 830/2010 of 25 June establishing the regulations governing the training for carrying out treatments with biocides.
	

	AUTONOMOUS REGION OF ASTURIAS
Refers to Article 18.3 and should refer to 17.3
	

	DIPSALUT (Independent Public Health Body of Girona Provincial Council)
The definition establishes a global technical head for everything. Is there also a cleaning technical head responsible for PPCL or PSL? If there may be more than one technician, change “and” to “or”.
	

	AELI (Spanish Association of Independent Laboratories)/EUROLAB-España (Spanish Association of Test, Calibration and Analysis Laboratories)/FELAB (Association of Test, Calibration and Analysis Entities)
Add at the end of the text: “..., and certificate of qualification in force in accordance with SCO/317/2003”
Justification: in accordance with the 3rd Transitional Provision of this draft RD.
	

	20. “Facility operator”: A natural or legal person, public or private, who owns a facility and is responsible for compliance with this Royal Decree. In the event that the facility is operated by a natural or legal person other than the owner, for the purposes of fulfilling the responsibilities and obligations of this Royal Decree, this person shall be considered as the person responsible for the facility and its maintenance. 

	AUTONOMOUS REGION OF CANTABRIA
‘... Where the facility is run by a person other than the operator, such person is deemed to have to assume the same responsibilities as the operator.’
	The definition is amended as follows to delete the second phrase which it is considered appropriate to include as a specific point in the Responsibilities article: In the event that the facility is operated by a natural or legal person other than the owner, for the purposes of compliance with the responsibilities and obligations of this Royal Decree, the operator of the facility shall be deemed to be responsible for said compliance.

	ALMUDENA GONZÁLEZ GASCÓN Y MARÍN
In this definition, it is difficult for me to interpret whether “this person” refers to the operator or to the natural or legal person other than the owner operating the facility, so I do not know which of the two would be responsible for the facility and its maintenance. (I imagine it refers to the one that operates the facility, but I think it is not clear)
	

	Proposals for additional definitions

	AUTONOMOUS REGION OF ANDALUSIA
It is proposed to define concepts such as corrosion and embedding
Comment: It is not considered necessary to address these definitions.

	SESA (Spanish Society for Environmental Health)
It would be good to add more definitions. In particular, the most controversial ones should be included, such as the designations relating to facilities (only water for drinking is defined). All the facilities listed in Annex I should be defined in order to avoid conflicts and misinterpretations.
Comment: The different types of facilities listed in Annex I are given by way of example. This does not preclude future guidance documents or technical guides entering into more descriptive detail of certain types of facilities if the need is identified.

	SESA (Spanish Society for Environmental Health) / AQUA AMBIENT / Miguel Sabriá Leal
Include definition of Action Programme: should include at least the staff training programme, water treatment programme, water sampling and analysis programme, cleaning and disinfection programme and maintenance and review programme. (Justification. All the programmes included in this definition are indicated in the articles of the RD. As indicated in the previous comment, it is best that they all be grouped in an “Action Programme”, and in this way this whole section matches the PPCL of the RD to that of Standard UNE 100030, on which many points of this RD are based. Everything is much clearer and possible confusion is avoided.)
Comment: Without prejudice to the UNE Standard’s providing for this Programme, the Plans referred to in Articles 7 and 8 constitute different programmes with their own identities and particularities. There is therefore no reason to include them in another programme. In such case in the interest of methodological consistency they would be defined as sub-programmes of a single programme, which could create the impression that they are of lesser importance.

	AELI (Spanish Association of Independent Laboratories)/EUROLAB-España (Spanish Association of Test, Calibration and Analysis Laboratories)/FELAB (Association of Test, Calibration and Analysis Entities) 
VERIFICATION: Confirmation by means of objective evidence that the specified requirements have been met.
Comment: It is not considered appropriate to include it in the new text of the draft RD.

	Pall España, S.A.U./Spanish Society of Preventive Medicine, Public Health and Hygiene
It is proposed to include the definition of point of use microbiological filters: Point of use microbiological filter: Filter of a maximum size of 0.2 microns, used in water outlets capable of providing bacteria-free water throughout its service life. (Comment: According to the FDA, a sterilising-grade filter must be validated to reproducibly remove viable micro-organisms from the flow, producing a sterile effluent. The method used is ASMT F838-15 https://www.fda.gov/media/71026/download https://www.astm.org/DATABASE.CART/HISTORICAL/F838-15A.htm)
Comment: Although microbiological filters in facilities of users with compromised immunity are referred to, it is not considered appropriate to include an identification of the filter size. It must be borne in mind that their size has to be assessed by the operator in accordance with the characteristics of the various pathogens to which their users are most susceptible due to exposure and the characteristics of the facilities.

	INDESTYA, S.L.
- The explicit definition of outbreak is perhaps missing and consider whether different criteria should be established depending on the type of building or activity (the circumstances of an industrial building, an office building, a school, a hotel, a nursing home...are different). 
Comment: The definition of an outbreak in accordance with the rules on epidemiological surveillance (National Epidemiological Surveillance Network RENAVE) is defined in the specific protocol for legionellosis, which is available to the general public both on the ISCIII website and on those of the Autonomous Regions.

	CONAIF
- A new definition is required. It is necessary to include the definition of the concept of installer, installation company and competent technician according to the relevant definitions of the RITE (regulation on thermal installations in buildings) and RSIF (regulation on safety of cooling installations) (Justification: These concepts are mentioned in point 4.6 of Article 4, point 1(b) of Article 7 and in point 1 of Article 5. In addition, the facilities subject to the new Royal Decree are also subject to the RITE and RSIF industrial safety regulations and the inclusion of the installer in the meaning of the RITE and the RSIF is indispensable since the equipment is subject to the obligations of these regulations.
Comment: For those aspects relating to the application of those rules, the specific rules apply in their entirety, including the qualification aspects of the staff concerned. It is not the purpose of this legislation to replace the reference in the text of the RD.

	Responsible statement, for the purpose of delimiting the nature and scope of the statement: It is not a request addressed to the administration but the ratification of the Technical head, in specific situations, that the speculations established in the PPCL are met.
	“Responsible statement”: Document whereby a natural person declares, under his or her responsibility, that the information contained in a document complies with the requirements laid down in the various components of the PPCL or in such other regulations as may be applicable.

	Article 3. Scope of application

	1. The measures contained in this Royal Decree will apply to the facilities described in Annex I that may become sources of human exposure to bacteria and, therefore, of the spread of legionellosis during operation, service testing or maintenance.

	AUTONOMOUS REGION OF CANTABRIA
It is proposed to remove “service testing or maintenance” which is presumably carried out by technical staff who must have sufficient knowledge and occupational health protection measures. (Justification: This is a public health regulation, so we must address those facilities that can generate aerosols that can affect the health of the population during their operation. For example, fire-fighting systems, although aerosols may be emitted in a test, do not warrant the implementation of a control programme, since only professionals are present who can take appropriate preventive measures.)
Comment: The possible contamination of the immediate environment by Legionella and its effects on the immediate general population in these situations makes it inadvisable to remove either.

	Comment: It is evident from the assessment of some of the contributions received that Annex I is interpreted as a positive list, whereas the intention is that it be regarded as a non-exhaustive list. The following wording is therefore proposed: 
1. The measures contained in this Royal Decree shall apply to facilities likely to become sources of human exposure to bacteria and, therefore, to spread legionellosis during their operation, service tests or maintenance, as described in Annex I.

	2. Facilities located in buildings dedicated to the exclusive use of housing are excluded from the scope of application of this Royal Decree, providing they do not affect the exterior environment of these buildings. However, in the event of suspicion of a risk to the health of the population, the health authority may require the adoption of any control measures deemed appropriate.

	AUTONOMOUS REGION OF ANDALUSIA
Facilities located in buildings dedicated to the exclusive use of housing are excluded from the scope of application of the Royal Decree, however, we believe the words “except those used for tourist accommodation” should be added.
Comment: The fact that there is an economic activity (tourism accommodation) means that it is not for the exclusive use of housing.

	AUTONOMOUS REGION OF CATALONIA
We propose to add in this section that social housing or sheltered apartments with communal use rooms are not excluded from the scope of this legislation. We have had consultations on this and we believe that it may be of interest to take it into account and clarify it in the text.
Comment: It is considered that, on the basis of the wide variety of situations that may arise in this regard, they should not be excluded on a general basis but must be assessed case by case. 

	AUTONOMOUS REGION OF LA RIOJA
2. Facilities located in buildings dedicated to the exclusive use of housing are excluded from the scope of application of this Royal Decree providing they do not affect the exterior environment of these buildings and [except] when a case of legionellosis associated with the building has been detected as a result of an environmental investigation. However, in the event of suspicion of a risk to the health of the population, the health authority may require the adoption of any control measures deemed appropriate.
Comment: We believe there is a mistake in the proposal. 
If applicable, the detection of Legionella in such facilities would entail the possibility (based on the final sentence) of taking the necessary measures based on the quantitative value of Legionella spp obtained.

	SESA (Spanish Society for Environmental Health) / AELI (Spanish Association of Independent Laboratories) / EUROLAB-España (Spanish Association of Test, Calibration and Analysis Laboratories) / FELAB (Association of Test, Calibration and Analysis Entities) / ATA ECOTECNOLOGÍA E HIGIENE DE AGUA, S.L. / JUAN ANGEL FERRER AZCONA / Laboplus (Group of Private Environmental Health and Food Safety Laboratories) / Miguel Sabriá Leal / ITESEL, S.L. / SAMNOR / CONAIF
Contributions regarding the inclusion in the scope of the RD of tourist homes, tourist accommodation, buildings for exclusive use as dwellings that have facilities for community use (cooling towers, nebulisers, outdoor jacuzzis, domestic hot water systems with solar panels, community hot water with accumulator tanks, etc.)
Suggest inclusion of “for residential use”
Comment: The proposal envisaged in the draft is identical to that laid down in Royal Decree 865/2003 of 4 July. 
The expression of the RD. “in the event of suspicion of a risk to the health of the population...” supports the health authorities in the adoption of health measures in relation to this type of facility as well as in relation to family homes.
It is not the intention of this Royal Decree to go beyond the health and hygienic aspects, in particular if the intended regulation is not supported from an epidemiological point of view. Where appropriate, as indicated above, the health authority has tools to address this activity.
(Note: According to RAE (Royal Spanish Academy), “residence”: Said of an urban area: Intended mainly for dwellings of a certain quality

	FAE
Inclusion of the drinking water supply network.
(We detect total defencelessness of customers if Legionella comes from the external water supply as shown by positive post-supply sampling, for which the supplier should be responsible, bearing the costs of second or subsequent disinfections of our customers when such cases occur and are evident in spite of tamper-proof seals before and after all water meters.)
	Since the rules governing the supply of water for drinking to facilities have their own regulations and are supranational in scope (EU Directive), we do not consider it appropriate to extend the scope of this RD.

	Juan Ángel Ferrer Azcona
Include drinking water supply networks as facilities at risk of proliferation or dispersion of Legionella, since it is these networks that provide water to other facilities capable of being a source of cases and outbreaks. We would point out that the new Directive 2020/2184 of the European Parliament and of the Council of 16 December 2020 on the quality of water intended for human consumption provides for the prevention of Legionella in such networks and that any Spanish legislation on Legionella prevention should therefore refer to the provisions of this Directive.
	

	Article 4. Occupational Risk Prevention (New)

	Proposed by the Ministry of Labour and Social Economy
“With regard to the prevention of occupational risks, the provisions of Law 31/1995 of 8 November on the Prevention of Occupational Risks and Royal Decree 39/1997 of 17 January approving the Regulation on prevention services, as well as the rest of the legislation implementing that law, and in particular Royal Decree 664/1997 of 12 May on the protection of workers against the risks related to exposure to biological agents at work and Royal Decree 374/2001 of 6 April on the protection of the health and safety of workers against risks related to chemical agents at work, shall apply.”

	Article 5. Responsibilities (Corresponded to Article 4)

	1. The operators of the facilities described in Annex I are responsible for complying with the provisions of this Royal Decree.

	As a result of the proposed amendment to Article 3(1):
Comment: 1. The operators of the facilities covered by this Royal Decree  describe in Annex I are responsible for complying with the provisions of this Royal Decree.

	2. Holders of cooling towers and evaporative condensers are required to notify the competent health authority in accordance with Annex II:
a) within one month of their commissioning, of their number and technical characteristics, as well as the modifications affecting the system.
b) within one month of permanent cessation of the activity or permanent decommissioning of the facility.

	AUTONOMOUS REGION OF CASTILLA-LA MANCHA
a) Expand the facilities subject to notification in addition to those already subject to notification (cooling towers and evaporative condensers) to: - heated water systems or systems with temperatures similar to those of heated water systems and aerosolisation with agitation or recirculation through jets, vehicle washing system and ornamental fountains
b) reduce the time limit for notification in the cases referred to in paragraph (a).
Comment: a) Article 18.3 of the draft allows health administrations, at regional level, to extend the obligation to notify to types of facilities other than those set out in Article 4.
b) With regard to the deadline for notification of commissioning, this is the deadline referred to in Article 3 of RD 865/2003 of 4 July, and to date no problems have been reported, either by Castilla-La Mancha or other Autonomous Regions that would justify such an amendment.

	4. Service companies carrying out Legionella prevention and control operations in the facilities in their charge are responsible for the correct performance of the tasks contracted to them by the operator of the facility for the control of Legionellosis, and this must be stated in their contract with the operator. In the event that they perform cleaning and disinfection, they must issue a certificate for each facility at risk as per Annex X.

	Autonomous Region of Navarre
- Correct text: ... contracted by the operator “and/or manager” of the facility...
Comment: Bearing in mind the content of the definition of “facility operator” (Article 2), we intend to keep the text initially proposed in the draft.

	Autonomous Region of Catalonia
It proposes to change the term ‘service companies’ to ‘service entities’, since such entities may not be companies.
	We prefer to keep the term company, opting for the following wording: “Companies or entities.....”

	AQUA AMBIENT / SESA (Spanish Society for Environmental Health)
- “Service companies entities carrying out Legionella prevention and control operations in the facilities in their charge are responsible for the correct performance of the tasks...” Justification: The term “entities”, as used in other articles of the RD, is better as it includes companies and other bodies and entities that may also carry out Legionella prevention and control operations.
	

	AMI (Association of Integral Maintenance and Energy Services Companies)
- Another paragraph to comment on and which we do not see reflected, is the one concerning the issue of cleaning and disinfection certificates. As with other Industrial Safety Regulations, it would be appropriate to include a paragraph showing that: “The biocide service undertaking may not provide, transfer or dispose of certificates for cleaning and disinfection not carried out by it itself”
Comment: It is considered that this action is not in accordance with the law and is therefore not addressed in this RD.

	6. Projects that include facilities regulated by this Royal Decree and companies that install appliances and equipment must ensure that the materials, accessibility and location of the facility are suitable for the intended use of the installation in accordance with the provisions of this Royal Decree, as well as in the technical standards applicable to them.

	CONAIF
- Projects including facilities regulated by this Royal Decree and companies that install systems, appliances and equipment must ensure ..... applicable to them. (Justification: In line with the definition to be included in Article 2, there is the particularity that a large number of facilities subject to this Royal Decree are also affected by the RITE or the RSIF. Therefore, it must be made clear that these companies must play a primordial role in installations and must also have training on Legionella prevention.)
Comment: Amended accordingly

	7. The contracting of the performance of any of the activities covered by this Royal Decree with an external service does not relieve the operator of the facility of its responsibility for ensuring that the facilities do not pose a risk to public health.

	SESA (Spanish Society for Environmental Health) / AQUA AMBIENT
- 7. The contracting of the performance of any or all of the activities covered by this Royal Decree with an external service does not relieve the operator of the facility of its responsibility for ensuring that the facilities do not pose a risk to public health. (Justification. Most operators subcontract some of the activities, but it is also a fact that occasionally one finds companies that outsource all activities. It is therefore best to point this out since otherwise it might appear that if the operator subcontracted everything, it would be relieved of its responsibilities.)
Comment: We have incorporated into the new text of the draft Royal Decree: “7. The contracting of the performance of all or part of the activities covered by this Royal Decree with an external service does not relieve the operator of the facility of its responsibility for ensuring that the facilities do not pose a risk to public health.” 
Paragraph 3 is also amended to that effect.

	Autonomous Region of Castilla-La Mancha
- It is appropriate to include the obligation for other actors involved in the facility to comply with the requirements of the health authority, in order to facilitate its actions. It is therefore proposed to add the following paragraph 8 to this Article:
Comment: It is incorporated in a broad sense (e.g., the laboratory in which the analysis is performed would not be covered,...): “8. Any natural or legal person contracted by the operator of the facilities to carry out tasks covered by this Royal Decree shall be obliged to comply with the health authority’s requests for information, to have the corresponding registers showing the different operators and the operations carried out in its facilities, which shall be available to the health authority, which may request them if it sees fit.”

	AUTONOMOUS REGION OF CANTABRIA
- Incorporate: “Operators of all facilities listed in Annex I, provided that they are potential sources of proliferation and dispersion of legionella during their operation, must have a biocide application service to define and develop the PSL or PPCL. This service must comply with the provisions of RD 830/2010 as regards the training of its staff, and may be ‘corporate’, i.e. belonging to the undertaking owning the facility, in which case it does not require registration in the corresponding ROESB (official register of biocide establishments and services), or be a service for the application of biocides to third parties, in which case it must be registered in a ROESB" (Justification: In this way the intention of the law is seen more clearly.)
Comment: The regulation seeks to avoid precluding the possibility of methods other than chemical disinfection. In which case, they would not have to meet the requirements of having a service that complies with Royal Decree 830/2010.

	CHAPTER II. Requirements for water installations and quality

	Article 6. Specific requirements for water installations, equipment and quality (Corresponded to Article 5)

	1. The design requirements for the different types of facilities and equipment covered by this Royal Decree are described in Annex III, paragraph 1, without prejudice to the provisions of the Technical Building Code (CTE) and the Regulation on Thermal Installations in Buildings (RITE) or any other applicable legislation. New and existing facilities, when undergoing refurbishment, as well as where deemed necessary by the health authority for health protection reasons, shall be subject to responsible certification of compliance with these requirements by the competent technician.

	AUTONOMOUS REGION OF ANDALUSIA
There is a discrepancy in the articles since Article 5 uses the term “competent technician” while Annex III refers to “technical head”, which may lead to confusion, and therefore it is proposed to use the term “competent technician” in both paragraphs.
	It is considered that the proposed amendments to this point in the new wording of the draft RD clarify to whom the RD refers)

	AUTONOMOUS REGION OF ARAGON
- “... subject to responsible certification of compliance with these requirements by the technical head”. We understand that the competent technician mentioned in the draft in this point refers to the same person listed in Annex III, point 1, when it refers to the technical head.
	

	DIPSALUT (Independent Public Health Body of Girona Provincial Council)
- Design requirements according to applicable legislation (CTE, RITE) Is RD865/2003, which speaks of compliance with UNE100030:2005, completely repealed? Is that UNE considered?
- “Refurbishment”: To what does the term refurbishment refer? For example, will a change of accumulator tank require a responsible certificate issued by a competent technician? 
Article 5. Paragraph 1 and Annex III - paragraph 1: it is detailed that if refurbishments or reforms are carried out, it is necessary to issue a report on compliance with the requirements “with a technical report or certification of compliance with these requirements issued by the technical head”. This indicates technical head and would not be the same as included in the definition; there is doubt about who issues it and whether it can be issued from only part of the facility.
Comment: If it affects the aspects concerned by this RD, it will be so.

	CONAIF
- It is necessary to make an explicit reference to compliance with the provisions of Standard UNE 100030: Prevention and control of the proliferation and dissemination of Legionella in facilities, and the RSIF, in addition to the regulations mentioned such as CTE and RITE. (Justification: The reason for this is that the facilities affected by the Royal Decree are also subject to the RITE or RSIF Regulations. Besides which, the UNE Standard is a good document to follow for the prevention of Legionella.)
- New and existing facilities when undergoing refurbishment, as well as when deemed necessary by the health authority for health protection reasons, shall be certified by a competent technical head or accredited company as per the RSIF and the RITE. (Justification: A refurbishment of an existing facility may lead to the proliferation of Legionella if it is not properly installed by an authorised professional.  In accordance with Annex III.1. For example, certain treatments that are incompatible with the materials of certain facilities may be used for the removal of Legionella.)
Comment: The generic inclusion of “accredited companies” as per the applicable legislation has been amended. Since it is necessary to keep in mind the responsibilities of other professionals (architect, engineer, etc.) involved in a refurbishment or new facility.

	LABAQUA, S.A. 
- Reference is made to the existence of a certificate on design aspects issued by a competent technician. What qualifications must the competent technician have and what minimum aspects must be included in that certificate? 
Comment: Those laid down by the applicable rules, as indicated in the text of the article.

	SESA (Spanish Society for Environmental Health) / AQUA AMBIENT / ATA ECOTECNOLOGÍA E HIGIENE DEL AGUA, S.L. / Miguel Sabriá Leal / ANECPLA (National Association of Environmental Health Companies) / AQUA España (Spanish Association of Companies in the Water Sector / FEDECAI (Spanish Federation of Interior Environmental Quality)
Include a paragraph 4. For information, aspects indicated in Standard UNE 100030 can be completed (Justification The UNE 100030 standard indicates many more requirements for water installations and quality [than those] indicated in the RD, so if it indicates “for information” and “may” it will never be mandatory, but it is a good indication to improve the prevention of Legionella to include improvements by the operator, sector and health inspection when it sees fit.)
Comment: There is no added value. In turn, any technical scientific information related to facility requirements and water quality requirements (e.g. Water Quality Directive development guides, WHO Guides, peer-reviewed publications, etc.) can be taken into account by the technical officer for both the aspects covered by this chapter and for the updating of the PPCL or the PSL.

	Mª Teresa ARMENTEROS SANCHEZ
- Revision of references: with possible inclusion of the recent EU Drinking Water Directive and also revision of the section on water quality criteria and sampling references and frequencies to ensure that they are aligned.
- It may also be appropriate to consider including assessments of hot and cold water networks with regard to legionella and what will be required to adapt to the EU Drinking Water Directive.
Comment: Given the scope of Directive 2020/2184 of the European Parliament and of the Council of 16 December 2020 on the quality of water intended for human consumption, it is not considered appropriate to include aspects thereof in this proposal for a Royal Decree. In turn, it would entail a partial transposition of the directive, whereas the Ministry’s intention is to transpose the whole Directive into a single text.

	CHAPTER III. Health Control and Surveillance Plans

	Article 7. Actions of the facility operator (Corresponded to Article 6)

	1. To be able to carry out the control of Legionella the facility operator may opt for a Legionella Prevention and Control Plan (PPCL) or a Legionella Health Plan (PSL) for the facilities.

	Autonomous Region of Andalusia
- The following wording of paragraph 1 is proposed in order to avoid contradictions with Articles 7 and 8.4. “To be able to carry out the control of Legionella the facility operator must have a Legionella Prevention and Control Plan (PPCL). However, it may opt to draw up a Legionella Health Plan (PSL).”
- Apart from this, it is proposed to change the name ‘Legionella Health Plan for the facilities’ to ‘Legionella Health Plan’, since [otherwise] it could be mistakenly understood that every facility must have a Health Plan (PSL). This would be transferred to the rest of the text.
Comment: In the plans the possibility of opting for PPCL or PSL is maintained and the name of the PSL is changed in the sense indicated “Legionella Health Plan”

	Autonomous Region of Catalonia
Since the 3rd edition (2004) of its guides for drinking water, the WHO has proposed an approach based on the Safety Plans, since they are a quality guarantee for prevention and for the systematic assessment and management of risks. We believe this risk prevention approach should also be incorporated into the control of risk facilities for Legionella, with the aim of limiting regulatory control pressure only at the end point in exchange for identifying and managing the whole system in general. 
In the same vein, the new Drinking Water Directive refers in the recitals to preventive safety planning and risk-based elements, indicating that the first elements of a risk-based approach were introduced in 2015 in Directive (EU) 2015/1787 allowing Member States to derogate from their established monitoring programmes, provided that credible risk assessments are carried out which could be based on the WHO’s Guidelines for Drinking Water Quality, which laid down the “water safety plan” approach. It also refers to standard EN 15975-2 on security of drinking water supply, stating that they are all internationally recognised principles on which the production and distribution of water and the monitoring and analysis of parameters in such water are based and that those first elements of a risk-based approach are maintained in the new Directive. 
The new Directive also provides for risk assessment for domestic distribution systems, stating in the recitals that, since imposing a unilateral obligation to monitor all private and public premises for this pathogen would lead to unreasonably high costs, a risk assessment of domestic distribution systems is more suited to addressing this issue. Article 10 also provides that Member States shall ensure that a risk assessment of distribution systems is carried out. 
Also the WHO Guidelines for the Safe Use of Wastewater, published in 2006, and Regulation (EU) 2020/741 of the European Parliament and of the Council of 25 May 2020 on minimum requirements for water reuse, recently published, are based on Water Safety Plans [and Risk Management Plans] as tools to minimise the health risks of reuse systems. 
On the other hand, the legislation in force in Catalonia, Decree 352/2004 of 27 July laying down health and hygiene conditions for the prevention and control of legionellosis, includes the requirement that plans for self-monitoring of operators of facilities must be based on the principles of HACCP. We wish to point out that this obligation has been very useful in the control of risk facilities and has allowed us to require facility operators to take corrective measures which would have been difficult to do without it. 
For all these reasons, we believe that the prevention and control plans for Legionella must be based on the general principle of risk analysis, and we believe that it is inappropriate to put forward two possible types of prevention plans, one risk-based and the other not. Therefore, in our view, reference must be only to a plan for the prevention and control of legionellosis, based on the principles of water safety plans or similar tools, even establishing an obligation of minimum frequencies of monitoring, as laid down in the current European regulations on drinking water and reuse of water. 
On the basis of the above, we propose the following wording of Article 6: 
“1. In order to prevent the entry, presence, proliferation and dispersion of Legionella, the operator of any facility subject to this Royal Decree shall be responsible for drawing up and implementing a Legionella Prevention and Control Plan (hereinafter PPCL) adapted to the particularities and characteristics of the facility and subject to a method based on risk factors and the principles of preventive safety. 
2. To this end, the following preventive measures shall be established at risk facilities: 
a) ensure the removal or reduction of dirty areas, the accumulation of dirt as well as stagnations, through good design and maintenance of facilities and equipment. 
b) avoid conditions that favour the entry, survival and multiplication of Legionella, by controlling water temperature, disinfecting it and/or other appropriate measures. 
c) minimise the emission of aerosols in facilities wherever their nature and purpose so allows.” 
With reference to this last point, we consider that there are facilities such as ornamental fountains or nebulisers that will not be able to minimise aerosols, which is why the final consideration is added. 
We propose to delete point d) of paragraph 2 of this article, because these are corrective rather than preventive measures and to include the content as an article in Chapter V Actions and treatments, between the current Articles 13 and 14. We propose that the title of the new article should be: Actions if legionella is detected in the absence of cases and outbreaks. We propose the following content of the article: “In the absence of cases of legionellosis, the presence of Legionella spp in the facility shall require the adoption of the measures set out in Annex V.” 
If it is accepted that the plan must be based on the principles of water safety plans and other similar tools, Article 8(3) could be deleted. If it is considered appropriate to maintain it in order to reinforce the idea, we propose to make it paragraph 3 of this Article 6, and perhaps to make a reference to the provisions of the Drinking Water Directive, with such deadlines as may be set in its transposition.
Comment: While we agree that the measures to be taken in a facility should be based on the outcome of the continuous risk assessment (PSL pillar), the current reality (the great variety of types of facilities, application of the current Royal Decree) recommends keeping two options. It is also important to bear in mind the scope of the Drinking Water Directive, which, despite the progress made, does not present an integrating vision (it allows supply with Legionella without considering its possible proliferation within the water supply facility). With regard to the indication of the four principles and the non-preventive vision of corrective measures, it is proposed to delete the reference to “preventive”.

	Autonomous Region of La Rioja
- It remains undetermined in which cases a PPCL or a PSL is to be produced. 
Comment: As indicated in the proposed point, it will be up to the facility owner to decide to opt for one system or the other. The legislator has identified a situation in which this optionality might not apply (facilities defined as priority), but even so the operative word is ‘preferably’.

	Autonomous Region of Asturias
- We do not see the distinction between the PPCL and the PSL as either appropriate or clear, particularly since the UNE Standard itself, which is not referred to in these articles and should be, refers only to the PPCL.
Comment: Within the strategies of the health policy on Legionellosis, two lines of action have been chosen, in consensus with the regional health authorities (Public Health Commission of the Inter-regional Health Council): 
a) Adoption of measures without prior risk assessment (similar to “end product quality control”)
b) Continuous risk assessment and adaptation of the measures to the outcome.
Although the PSL (second line) is a preventive methodology, it has not been considered appropriate by the health authorities to establish PSLs as the only instrument in the control and surveillance of legionellosis.

	AUTONOMOUS REGION OF CANTABRIA
- We think it is better to simplify things if we have only one option, the PPCL and a final point is added to read: “The Legionella Prevention and Control Plan may incorporate the principles of risk assessment based on WHO recommendations”, Simplifying the RD would help in general.
Comment: In the area of health policy, it is feasible, provided that the objectives pursued are achieved, to combine different options for achieving the objective pursued.
In relation to the incorporation of the PPCL into the PSL, it must be borne in mind that the philosophical discourse of both has different nuances, and that finalist aspects of the PPCL contained in the annexes to the RD would not allow the implementation of a PSL. This does not imply that there are no aspects or activities of the PPCL that will also be covered in a PSL, but bearing in mind that it will be as a result of a continuous risk assessment.

	SESA (Spanish Society for Environmental Health)
- The RD gives the operator the power to choose to produce a PPCL or a PSL, without specifying who must choose one or the other. This criterion of choice must not be left to the operator, but must be a scientific criterion based on the risk of proliferation of Legionella depending on the type of facilities existing in the establishment. Therefore, facilities with a higher risk due to their technical characteristics should necessarily have a PSL (point 3 of PSL indicates that it has to be applied to priority facilities and this should be clearly stated at the beginning of Chapter III).
- The ex ante identification of a facility as having a higher risk or a lower risk is not capable of being determined.
- A facility may be of greater or lesser risk depending on different factors (design, materials used, maintenance, etc.) The risk of a facility susceptible to the scope of this RD (technical characteristics), is not static but evolutive (in either direction) over time. Establishing a classification list of facilities with a higher or lower risk would create a false assurance of safety (e.g. the origins identified in the outbreaks and cases and the classification made on the basis of Article 2(2) of RD 865/2003 of 4 July)
Comment: It is for the operator of the facility to opt for one type of Plan or the other, where from the point of view of health policy both are feasible for the purpose of the plan. The health status of the population using the facility is also considered a risk factor. 

	FEIQUE (Spanish Chemical Industry Business Federation)
- To be able to carry out the control of Legionella the facility operator may opt for a Legionella Prevention and Control Plan (PPCL) or a Legionella Health Plan (PSL) for the facilities. In the case of the Health Plan, it must fulfil the preconditions set out in Article 8.4. (Justification: Two options are included in the draft: Legionella Prevention and Control Plan (PPCL) or Legionella Health Plan (PSL) for the facilities. Failure to specify conditions incorporated in Article 8.4 may create confusion in the prevention and control of Legionella.)
Comment: As with the PPCL, the conditions to be met for each of them are laid down in detail ex post. Since in both cases the conditions to be met by each of them are described immediately in the following two articles, it is considered that there is no need to expressly state in this article the reference to the conditions which one of them must satisfy.

	AELI (Spanish Association of Independent Laboratories)/EUROLAB-España (Spanish Association of Test, Calibration and Analysis Laboratories)/FELAB (Association of Test, Calibration and Analysis Entities) 
- The duration of the voluntary period for implementing a PSL should be defined in the legislative body of the draft.  (Justification: Initial voluntary period for implementing a PSL and its validation: Although point 2 (Objectives) of the RIA indicates an initial voluntary phase for implementing a PSL, Article 6(1) defines the optional nature of one type or another of the Plan and it is not clear whether the objective is to move from PPCL to PSL and if so from when the PSL will be mandatory.)
Comment: The optional character remains over time, in fact the proposal does not set a time limit for its choice.
An important aspect to bear in mind is that laid down in Article 8(4), which establishes the obligation to have one of them effectively (PPCL) and prevents the facility from operating without due guarantees regarding the control of Legionella during the transit period from one to another.

	ANECPLA (National Association of Environmental Health Companies) / AQUA España (Spanish Association of Companies in the Water Sector) / FEDECAI (Spanish Federation of Interior Environmental Quality)
- The sector, with the participation of the Administration in the UNE working group, developed by consensus the standard UNE 100030:2017 which, since then, has become a fundamental reference for all the actors involved. Apart from the desirability of citing it, it would be very important to avoid the contradictory aspects that have been included in the RD (terminology, definitions, absence of calculation formulas for the number of sampling points, etc.) 
- Not respecting the consensus of the whole sector and imposing the partial vision of the Administration as embodied in the technical standard will lead only to confusion and distrust. 
- It is a very serious mistake to include two possible methodologies for the development of control programmes. The UNE standard develops the PPCL in great detail (the RD respects the general lines but simplifies unnecessarily), but the PSL included in the RD is absolutely lax, effectively giving carte blanche. Having two methodologies, far from providing value, serves only to create confusion in the sector, especially if in addition the level of detail is so different.
- We consider that the wording is long, extensive and complex, that it will lead in some points to possible interpretations that create confusion for operators, companies in the sector and health inspection. 
- It would be much better to make a shorter RD and refer to specific and clear points of Standard UNE 100030. 
After consulting the companies we represent, there is unanimity that the main problem for the implementation of this draft Royal Decree lies in the proposed health control and surveillance plans. 
- The draft RD includes two possibilities for Health Control and Surveillance Plans, the PPCL and the PSL, which in theory would be designed preferably for priority premises, and we understand that the philosophy should be stricter after a risk assessment of each facility. The existence of two alternatives can create confusion as to the choice of one or the other method. 
	In relation to the coexistence of the PPCL and the PSL: The powers of the health authorities include the establishment of the necessary health policies to protect public health.
The proposal establishes two possible lines of control and surveillance of legionellosis (control of the causal agent and National Epidemiological Surveillance Network). Two alternatives have been chosen for monitoring Legionella: the PPCL and the PSL.
Each has its own different methodology and its advantages and disadvantages. (See comment on the contribution of the Principality of Asturias) The former implies the updated continuity (more analysis based on experience gained) of the current legislation.
In relation to the possible reference to the UNE Standard in the text of the draft RD: In the draft, since different sources of technical or scientific information are available to facility operators and technical heads to choose one system or the other and to establish the various programmes that constitute them, we have sought not to indicate technical or scientific references beyond what is strictly necessary. This is important due to the evolution of technical and scientific knowledge related directly or indirectly to Legionella.
As regards setting a deadline for the implementation of the PSL (1 year), given the wide variety of facilities concerned and bearing in mind the stated obligation to remain under a PPCL, it is not considered appropriate to set such a deadline.
In relation to the incorporation of the PPCL into the PSL, it must be borne in mind that the philosophical discourse of both has different nuances, and that finalist aspects of the PPCL contained in the annexes to the RD would not allow the implementation of a PSL. This does not imply that there are no aspects or activities of the PPCL that will also be covered in a PSL, but bearing in mind that it will be as a result of a continuous risk assessment.

	BIENDA
-Coexistence of the PPCL and the PSL We consider that the co-existence in the draft of the PPCL and the PSL will be a problem, creating confusion and problems of action. We think it would be better to unify them. 
We propose to unify them under a single name containing some guidelines: these could be those of the PPCL. If the technical director deems it feasible, there are data to support it and the administration validates it, it would be possible to modify these guidelines towards what is now understood by PSL. 
	

	INMA RODRIGUEZ MORA
- PPCL vs PSL: The wording of the draft RD creates some confusion as to when to implement one programme or the other whereas in my view they would actually be complementary programmes. 
A PSL should incorporate the PPCL as part of the pre-requisites of the PSL. Drawing a parallel with the HACCP for food health, the PPCL would be the pre-requirement plans and the PSL the hazard and critical control point analysis. In this way it is clear that all facilities in Annex I must have the PPCL and those in Article 2.12 must complete their PPCL with the PSL.
	

	AMBIQAI
- This means that the operator of the facility can choose PSL, even if it has domestic hot water, with return, or other facilities with high risk of proliferation of legionella.... PPCL should be mandatory for facilities with a higher risk of Legionella spp proliferation.
- Subsequently indicates that for priority facilities (Article 2 definitions. 12), preferably the Legionella Health Plan (PLS) is established It is proposed to include a year of margin for the implementation of PPCL or PSL plans
	

	ANECPLA (National Association of Environmental Health Companies) / AQUA España (Spanish Association of Companies in the Water Sector) / FEDECAI (Spanish Federation of Interior Environmental Quality)
- It is a very serious mistake to include two possible methodologies for the development of control programmes. The UNE standard develops the PPCL in great detail (the RD respects the general lines but simplifies unnecessarily), but the PSL included in the RD is absolutely lax, effectively giving carte blanche. Having two methodologies, far from providing value, serves only to create confusion in the sector, especially if in addition the level of detail is so different...
Comment: In the area of health policy, it is feasible, provided that the objectives pursued are achieved, to combine different options for achieving the objective pursued.
The reference to the WHO recommendations implies a reference for the facilities when starting the development of the PSL because it establishes the foundations of the PSL and the different phases to follow for its development and implementation.

	2. In order to minimise the presence, proliferation and dispersion of Legionella a number of preventive measures will be established at risk facilities, based on the application of four principles:
a) ensure the removal or reduction of dirty areas, the accumulation of dirt as well as stagnations, through good design and maintenance of facilities and equipment.
b) avoid conditions that favour the survival and multiplication of Legionella, by controlling water temperature and disinfecting it.
c) minimise the emission of aerosols.
d) Corrective measures to mitigate risk as described in Annex V.

	AUTONOMOUS REGION OF THE BALEARIC ISLANDS
d) “Apply corrective measures to mitigate risk as described in Annex V”
Comment: Amended accordingly. In addition, the term “preventive” is deleted (see contributions from the Autonomous Region of Catalonia on Article 6).

	Article 8. Legionella Prevention and Control Plan (PPCL) (Corresponded to Article 7)

	2. The PPCL shall consist of at least the following aspects:
a) Initial diagnosis and detailed description of the facility, which shall include at least:
1. Technical and operating data, design and location of the facility.
2. A signposted plan or scheme for each facility covering all its components and in particular the operating diagram of the water circuit, which shall be updated each time any modification is made, indicating the date of the modification and the type of supply and the source of the water, including the supply contract and the identification of the distribution network provided by the manager where the supply comes from a public or private distribution network.
3. Sampling points and possible aerosol emission points to be indicated in the plane or diagram referred to in the foregoing point and taking into account the critical points identified as described in Chapter IV.
b) Description of the following programmes:
1. Programme of Maintenance and Revision of Facilities and Equipment: with the preventive measures that at least have to comply with Annex IV, as well as the designation of responsibilities (installer, operator, external or own personnel, technical heads, operatives and external supplier companies, among others).
2. Treatment Program: it shall include the continuous treatment of water where appropriate and the cleaning and disinfection of the facility which at least has to comply with Annex IV. 
3. Water sampling and analysis programme: at least it must comply with Annex VI and Annex VII and control laboratories, as described in Annex VIII and Article 12.
4. Training Programme for staff, which will include, in accordance with the characteristics of the facility or equipment, the list of contents according to the activities linked to the PPCL or PSL and the tasks assigned to the workers involved in them.
5. Designation of responsibilities for each operation.

	Autonomous Region of Catalonia
As we have described in the previous paragraph, we propose to unify Articles 7 and 8 and propose the following wording: 
“Article 7. Legionella Prevention and Control Plan 
The PPCL shall consist of at least the following aspects: 
1. Evaluation of the system: 
A) Diagnosis of the facility, which shall include at least: 
i. Detailed description of the facility 
ii. Technical and operating data, design and location of the facility. 
iii. A signposted plan or scheme for each facility covering all its components and in particular the operating diagram of the water circuit, which shall be updated each time any modification is made, indicating the date of the modification and the type of supply and the source of the water, including the supply contract and the identification of the distribution network provided by the manager where the supply comes from a public or private distribution network. 
iv. Hazard identification 
v. Characterisation and prioritisation of risks 
vi. Identification of critical points and preventive measures 
Sampling points and possible aerosol emission points, which shall be indicated in the plane or scheme of the preceding point and shall be determined taking into account the critical points identified and as described in Chapter IV. 
2. Description of the following programmes: 
A) Programme for the revision and maintenance of facilities and equipment: with the preventive measures that will at least have to comply with the Annex IV, as well as the designation of responsibilities (installer, operator, external or own personnel, technical heads, operatives and external supplier companies, among others). It shall define the parameters to be measured and the procedures to be followed, as well as the periodicity of each maintenance activity. It must also include the designation of responsibilities for each operation. 
B) Treatment programme: it shall include the continuous treatment of water where appropriate and the cleaning and disinfection of the facility, which shall at least comply with the requirements set out in Annex IV. It shall specify the products to be used, the doses, the procedures to be followed and the frequency of each action. It must also include the designation of responsibilities for each operation. 
C) Water sampling and analysis programme: it shall at least comply with Annex VI and Annex VII, without prejudice to the provisions of Chapter IV, and control laboratories must comply with Annex VIII and Article 11. The programme must specify the physical, chemical and biological control parameters, the measurement methods and the periodicity of the analyses. It must also include the designation of responsibilities for each operation. 
D) Training programme for staff, which shall include, in accordance with the characteristics of the facility or equipment, the list of contents according to the activities linked to the PPCL and the functions assigned to the workers involved. 
3. Incident management and communication procedure 
4. Records of the activities provided for in the Plan (revision, maintenance, treatment, cleaning and disinfection, sampling, etc.) of each facility: 
The documents corresponding to the PPCL shall be kept up to date and the records of each facility shall reflect the implementation of the activities and controls established in the programmes and their date of implementation, as well as the incidents and corrective measures taken and the results thereof. The dates of technical shutdowns and start-ups of the facility, including their reason, will also be recorded. The records shall preferably be in computerised form, and must be validated or signed by the technical head, the operator of the facility or its legal representative.
Comment: See comments on contributions of this Autonomous Region on Article 6.

	LABAQUA, S.A./INDESTYA, S.L. 
- Reference is made to the design of hydraulic operating schemes, but at field level it is difficult for inspectors to interpret when there is no extensive knowledge of the subject. The draft does not define the different types of systems, which are more critical for domestic hot water: there is no mention of the risk of direct or instant production lines, bidirectional circuits, aerothermia... And if inspectors have inadequate knowledge it will be difficult for them to understand some hydraulic schemes and that will cause problems in many inspections. Perhaps consideration should be given to making more of this. 
Comment: While the auditor’s or inspector’s knowledge in this field is important, point 2(a) of this Article is no less important. It is essential that it be up to date, since a pre-inspection or pre-audit task is the examination of the file and, in it, the document describing the facility.

	SESA (Spanish Society for Environmental Health) / AQUA AMBIENT
2. Treatment programme: it shall include the continuous treatment programme of water where applicable and the cleaning and disinfection programme of the facility, which at least must comply with Annex IV. (Justification. Water always has a treatment, but the term “continuous” is not appropriate. On the other hand, it does not seem appropriate to mix in a single programme (treatment programme) aspects of water treatment with the cleaning and disinfection of the facility. In that regard, in Article 8(2) of RD 865/2003 established within the maintenance programme, inter alia, two separate programmes: the Water Treatment Programme (where products, doses and procedures were specified) and the Cleaning and Disinfection Programme. In the same vein, the UNE 100030:2017 standard was developed, separating the two programmes. It would seem more appropriate to return to the wording of these two rules.  This aspect is endorsed in the draft itself, which uses the term “water treatment programme” and “cleaning and disinfection programme” in the subsequent chapters ANNEX IV. Parts B.1 and D.3, and in particular Annex V.)
Comment: This paragraph is amended in the new text of the draft to this effect.

	SESA (Spanish Society for Environmental Health)
- Include a point 3: “3. Critical Point (CP) Identification, with reasoned justification for the risk inherent in these CPs”
- Amend point 3: “4. Identification of sampling points and their correlation with selected CPs, so that samples are taken alternately (throughout the year) at those critical points.”
Comment: With regard to the first contribution: This paragraph corresponds to the PSLs (Article 8(2)(a)(3)). Consequently, the second contribution makes no sense in the case of PPCLs.

	SESA (Spanish Society for Environmental Health) / AQUA AMBIENT
- b) Action Programme with a description of the following programmes: Justification: It would be very positive to indicate that all the programmes detailed are part of a global action programme. In this way it is clearer and in this specific point it coincides with Standard UNE 100030, which has been in force since 2017 and already many companies in the sector have implemented this structure whereby the different programmes are encompassed in one “action programme”. This inclusion is no longer mentioned by and does not affect any other articles.
Comment: See comment on the proposed inclusion of the definition of the “Action Programme”. 

	Autonomous Regions of: Navarre/La Rioja/Castilla-La Mancha/Balearic Islands
- Delete the reference to PSLs in paragraph 4 (PSLs are regulated by Article 8)
Comment: Amended accordingly.

	AUTONOMOUS REGION OF ARAGON
Article 7(2), (b) (4), this point seems to be inconsistent with Article 17(4). See comment made below on this article (Article 17)
By comparing point 1 of Article 17 with the provisions of this paragraph, we identify that they are entirely consistent in the wording, except that in the former there is an error in the article reference (it says 8 instead of 7).
- Deletion of this point (b) 5. (The activity “designation of responsibilities for each operation” is named in Article 7, point 2 (b) 1, so it is not necessary to repeat it.)
Comment: As a result of this contribution, it is identified that point 5 concerns each of the programmes of the LCCP, and it is therefore considered appropriate to link it to each of them in its corresponding annex.

	4. The PPCL must be continuously reviewed and the documentation updated as a result of the reviews carried out or when the health authority deems it necessary and at least every three years.
a) Regular review of the PPCL: Evaluations must be carried out on a regular basis, such as internal audit, to ensure the degree of compliance with and effectiveness of maintenance and treatment programmes. It is recommended to establish indicators for periodic evaluation, such as analytical values, adoption of corrective or improvement measures, etc.
b) If significant deviations are detected during the periodic evaluation, the technical head together with the operator of the facility must review the entire PPCL.
c) Occasionally, following substantial alterations to the facility, microbial contamination, association with disease cases/outbreaks or other significant incidents, an additional assessment must be carried out at the discretion of the technical head.
d) Documentation and records: The documents relating to the PPCL shall be kept up to date and the records of each facility shall reflect the performance of the activities and controls laid down in the programmes, as well as the incidences and corrective measures taken and the results thereof. The dates of technical shutdowns and start-ups of the facility, including their reason, will also be recorded. The records shall preferably be in computerised form with a responsible statement made by the technical head, the operator of the facility or its legal representative.

	SESA (Spanish Society for Environmental Health)/AQUA AMBIENT
4. The PPCL shall be reviewed continuously periodically and the documentation shall be updated as a result of reviews carried out or where deemed necessary by the health authority and at least every three years. Justification: The word continuously can mislead and can be presumed to mean with product dosing at all times. And I would delete the words... if any, because they indicate the possibility of not having to do anything.
	For this point, the following wording is proposed:
“4. The PPCL shall be reviewed periodically and shall be updated as a result of reviews or assessments carried out or when deemed necessary by the health authority and in particular:
a) If significant deviations are detected during the periodic evaluation, the technical head together with the operator of the facility must review the entire PPCL.
b) Following substantial alterations to the facility, microbial contamination, association with disease cases/outbreaks or other significant incidents, an additional assessment must be carried out at the discretion of the technical head.”

	SESA (Spanish Society for Environmental Health)
4. Programme evaluations. The current wording gives the option of conducting internal evaluations and audits, without establishing guidelines on how to conduct such evaluations. It could at least include a risk assessment of the facilities, according to the Ministry’s Technical Guide and an evaluation of the programme through internal audits. So that there is a common evaluation for all programmes and not the evaluation that each operator invents for itself.
	

	AUTONOMOUS REGION OF ARAGON
 “Periodic review evaluation of the PPCL...” It seems more appropriate to us as evaluation indicators are referred to in the same article.
	

	AUTONOMOUS REGION OF MADRID
The last draft submitted for assessment by the Autonomous Regions under the Legionella Prevention and Control Plan (PPCL) section indicated the need for a periodic review of this plan. The draft issued for public information included a statement to the effect that this periodic evaluation could be by means of internal audit, but it is not clear who must carry out such internal audits.
	

	BARCELONA PUBLIC HEALTH AGENCY
We believe that naming internal audits in the regular reviews of the PPCL may be too demanding for facilities with simple plans and we would prefer this to be left to the operator to decide. Proposal: “Evaluations must be carried out periodically, such as internal audit, to ensure the degree of compliance with maintenance and treatment programmes and their effectiveness
	

	LABAQUA, S.A.
It is indicated that PPCLs will be subject to internal audits. What scope must the audits have? And what training will the person responsible for carrying out such audits have? 
	

	JUAN ÁNGEL FERRER AZCONA
Obligation to have external audits or reviews performed by authorised control bodies on the status and functioning [of the] Legionellosis prevention plan, establishing its periodicity according to the type of facility. The model to follow must be that of periodic inspections carried out in other aspects of industrial safety, such as lifts, transport of hazardous and perishable goods, pressure equipment in facilities or transportable, gaseous fuel appliances, low and high voltage facilities, thermal facilities in buildings, chemical facilities, cold facilities, cranes, firefighting systems, etc. Such audits would allow the reviews to reach all facilities, as the health inspection cannot reach all of them. On the other hand, they would result in great economic savings for the administration. As provided in Law 21/1992 of 16 July on Industry, the competent public administrations may at any time verify for themselves, with the means and requirements required by regulation, or through control bodies, compliance with safety provisions and requirements, in cases of significant risk to humans, animals, property or the environment.
	

	AMBIQAI
The periodicity of internal audits is not clearly defined and can therefore be interpreted broadly. We request that the periodicity be defined.
	

	AELI (Spanish Association of Independent Laboratories), EUROLAB-España (Spanish Association of Test, Calibration and Analysis Laboratories) and FELAB (Association of Test, Calibration and Analysis Entities) 
It would also be useful to specify who audits the Plan, externally or internally.
	

	BIOTIC, S.L.
 c) “Occasionally, after substantial alterations to the facility, etc., an additional assessment shall be made with the use of certified rapid methods for Legionella spp for early adoption of the necessary measures.”
(Justification: Replace “microbial” with Legionella spp or cite it explicitly, as Legionella is the genus that includes the species causing legionellosis.
The situations referred to may determine the proliferation of Legionella and/or induce viable non-cultivable states, so rapid diagnosis should be made explicit with alternative certified methods for timely adoption of measures that would reduce exposure to contagion.
The proposed change corresponds to Article 11, point 2 “...may use other methods of rapid detection of Legionella spp for the assessment of the facility....”)
	

	AELI (Spanish Association of Independent Laboratories), EUROLAB-España (Spanish Association of Test, Calibration and Analysis Laboratories) and FELAB (Association of Test, Calibration and Analysis Entities) 
- In paragraph 4(d) "... as well as the incidents and preventive or corrective measures taken.... (Justification: It should be considered that corrective actions are not the same as preventive actions, and the latter should be added.)
Comment: Corrected by deleting the term “corrective or preventive” in the text. In this way both are covered.

	HEALTH AND ENVIRONMENT SECTION OF SEVILLE CITY COUNCIL.
- It should be clarified in the PPCLs or PSLs that all actions carried out within the maintenance programme must be reflected.
Comment: It is expressly stated that the records will reflect the implementation of the activities and controls set out in the programmes. 

	Laboplus (Group of Private Environmental Health and Food Safety Laboratories) / MIGUEL Sabriá Leal
- The purpose of the responsible statement should be explained as there may be doubts as to its role.
Comment: We believe the incorporation of the definition of “responsible statement” in Article 2 clarifies its scope.

	INTIME DESARROLLOS INFORMÁTICOS S.L
- The format of the document can be represented in a different way due to the different formats or digital applications, but must always carry all the information present in this document. 
- Reference to all documentation can be presented digitally and stored both on portals or digital platforms to be consulted, both by the owners of the facility, the company that performs the processing and the inspectors. 
- The format of any documentation should not be strict and may always be presented within a different corporate framework and image, provided that it contains all the information contained in the RD. 
Comment: Point (d) “Documents and records” refers to the fact that the records will preferably be in computerised form, leaving it to the owner of the facility to store the information in portals, clouds, etc.

	Article 9. Legionella Health Plan (Corresponded to Article 8)

	1. The Legionella Health Plan (PSL) is based on risk assessment and on the recommendations of the World Health Organisation.

	AUTONOMOUS REGION OF ASTURIAS
- We do not see the distinction between the PPCL and the PSL as either appropriate or clear, particularly since the UNE Standard itself, which is not referred to in these articles and should be, refers only to the PPCL.
Article 7 states: “1. In order to prevent the proliferation of Legionella, the operator of any facility covered by this Royal Decree (Annex I) shall be responsible for the development and implementation of a Legionella Prevention and Control Plan (PPCL) adapted to the particularities and characteristics of the facility.”
The Plan is then described in detail.
The PPCL is clearly and concisely described. It must be adapted to the idiosyncrasies of the facility and the responsibility of the operator and the health authority is clearly established.
This Article 7 would be sufficient (Article 8 would not be necessary), adding a final paragraph:
"6. In priority facilities and in those identified as being at higher risk, the PPCL must be complemented by hazard identification and prioritisation of risks, the identification of critical points, preventive and corrective measures, surveillance and verification, as well as a system assessment.”
Comment: The PPCL referred to in the UNE Standard is a mixed plan that is somewhere in between the PPCL and the PSL. (In the initial diagnosis of the facility in the UNE Standard the critical points are identified but it does not incorporate the rest of the PSL methodology.) 
In contrast, the PSL methodology is a comprehensive and dynamic approach to risk assessment and risk management (in line with the HACCP principles applied in the food industry).
 In the draft RD from the point of view of health policy, two different lines are identified to address Legionella control (PPCL/PSL), therefore Article 8 is maintained.

	Autonomous Region of Cantabria
- We think it is better to simplify things if we have one option, the PPCL and a final point is added to read: “The Legionella Prevention and Control Plan may incorporate the principles of risk assessment based on WHO recommendations”
Comment: These are two different strategies. One is based on a risk assessment and the adjustment of the actions to the outcome obtained from that evaluation and the other implies a continuation of the current status.

	Autonomous Region of Navarre
- According to Article 6, the operator of the facility in order to be able to carry out the control of Legionella may opt for a PPCL or a PSL.
- Whereas in the first the minimum operations and frequencies of maintenance, monitoring of water quality, training, etc. are determined, the PSL is based on risk assessment, and depending on this assessment different measures and frequencies may be ordered.
- We understand that the PSL, designed by technically trained personnel, may be able to better adapt the measures imposed to the characteristics of the facility to prevent a risk.
- In any case this will depend on the existence of this technically trained staff, and we believe that the preparation of a PSL should be the task of a multi-discipline team in which representatives of the facility operator, own maintenance staff, own or outside technical head and experts on Legionella participate.
- In accordance with the provisions of this draft, the “technical head” is responsible for defining, drawing up and developing the PSL, periodically evaluating it and issuing the cleaning and disinfection certificate. This person must meet the training requirements set out in Article 17.3 of the draft, as well as the provisions of RD 830/2010 of 25 June establishing the regulations governing training for carrying out treatment with biocides.
- We understand that we are talking about a technical head in the management of services for the control of harmful organisms, starting from the initial diagnosis and certifying the processes and treatments. We understand that the training given to them in the different units of competence of the qualification (management of services for the control of harmful organisms) has little to do with the acquisition of competences to design a PSL.
- Therefore we do not understand that in priority facilities or premises the operator should base his plan preferably on a PSL, designed in accordance with the above.
- It is necessary to point out that in the inspections of the health authority the alignment of a PPCL with the established regulations is assessed, whereas if the facility has opted for a PSL who will validate it? What are the terms of comparison for its assessment? Are we going to use only the analytical results to assess it?
Comment: By indicating a reference (WHO Recommendations) the minimum characteristics to be met by the PSL are identified. Not only is it technically qualified staff, it is addressed by a multidisciplinary group, with an integrative view of the risk assessment of the different facilities that constitute the establishment or the centre and with a risk assessment of those and a continuous evaluation of it. On the other hand, it is essential for the administration to adapt to this new framework in its official control task.

	ANECPLA (National Association of Environmental Health Companies) / AQUA España (Spanish Association of Companies in the Water Sector) / FEDECAI (Spanish Federation of Interior Environmental Quality)
- For PSLs, it is necessary to state clearly in the RD that they must be validated in advance by the health authority, as indicated in the new European water directive; if not, the PSL will be an easy way out, with very little technical basis, simply for an economic reason, as explained in the following section, and the only thing that will be achieved will be to increase the risk of contamination of the facilities and the [spread] of legionella, which would run counter to the purpose of the new RD. 
- It must be borne in mind that the vast majority of facilities considered to be at risk of Legionella proliferation have nothing to do with the food safety of the food production industry, which secures the product at health level for the citizen, or of water for drinking that ensures its quality for drinking by citizens. Risk facilities are usually secondary facilities, which the operator does not consider essential for their products and activities, and consequently they tend to see them and their maintenance as an expense and not as an investment. Therefore, if in the new RD PSLs are not initially validated (because as stated all facilities could be concerned, whether or not in priority premises) by the Health Administration (something that does not seem feasible in practice), the reduction of frequency of analysis or of the content of the entire PSL due to economic pressures and poor professional practices will lead to the generalised implementation of very unreliable and unsafe PSLs by unprofessional companies yielding to economic pressure from operators, PSLs which, lacking a technically adequate basis and not actually being based on risk assessment, will achieve nothing except to increase the risk to uncontrolled levels and thus worsen the prevention of Legionellosis, which is the opposite of the aim and philosophy of the RD with the inclusion of the PSLs. 
- As regards the PPCLs, they should be based entirely on Standard UNE 100030. They are now based on a number of aspects, but not consistently, the same terminology is sometimes used and sometimes not, and the only thing that is achieved is to create confusion for the operator, the sector and agents involved, since we have been applying the UNE Standard for four years complementarily to RD 865 and it already uses the terminology of the PPCL and its structure, agreed and approved in the technical sector for the prevention of Legionella in the UNE Standard.
A possible solution to the foregoing paragraphs would be to indicate that, in priority facilities, the structure would be the same as the PPCLs, but with the obligation to always carry out an assessment of the system incorporating a risk assessment, hazard identification and prioritisation of risks and a mandatory risk assessment in the “initial diagnosis” of the PPCL. Therefore, the PSL could even disappear from the RD, thus avoiding this confusion (in the preamble it could be mentioned that the RD takes account of the PSL by incorporating risk assessment into the PPCL procedure, thus complying with the Water Directive and with the WHO), or by incorporating these aspects in the section on the PSL if it is considered appropriate to maintain it. In the current text there are already many points in common between the PPCL and the PSL. 
- Therefore, in accordance with all the foregoing, we REQUEST that all these points be taken into account and the arguments submitted unanimously from the Spanish Legionella prevention and control sector, in order to adapt the draft RD, with a ‘better’ wording and proposing only one health control and surveillance plan, based on the PPCL, including in it a mandatory risk assessment and hazard identification and prioritisation of risks in the case of priority premises and mentioning UNE 100030 in its drafting.
Comment: Prior validation or authorisation by the administration collides with the principle of responsibility of the operator of the facility.
On the other hand, without prejudice to the validation to be carried out by the facility itself, the result of the official control of the facility (in its entirety or in part) implies an indirect validation of the PSL (global or partial depending on the aspect of the control carried out by the health administration).
It must be borne in mind that establishing the requirement of prior validation by the competent authority would imply a covert prior authorisation, contrary to Law 20/2013 of 9 December guaranteeing the single market.

	INMA RODRIGUEZ MORA
PPCL vs PSL: The wording of the draft RD creates some confusion as to when to implement one programme or the other whereas in my view they would actually be complementary programmes. (A PSL should incorporate the PPCL as part of the pre-requisites of the PSL. Drawing a parallel with the HACCP for food health, the PPCL would be the pre-requirement plans and the PSL the hazard and critical control point analysis. In this way it is clear that all facilities in Annex I must have the PPCL and those of Article 2.12 must complete their PPCL with the PSL.)
Comment: They would be complementary in the case of a less finalist wording of the RD (to mark objectives) and not as finalist as in some of its sections and annexes. This is unavoidable because the current situation of the sector and its disparate nature make it advisable to opt for two strategies when dealing with Legionella control and prevention.

	AMBIQAI
- Legionella Health Plan is based on risk assessment and WHO recommendations. For the implementation of the Plan we must know the recommendations of the WHO regarding Legionella.
	There are different documents available to the public on the WHO website including the “Manual for the development of water safety plans” (https://www.who.int/water_sanitation_health/publication_9789241562638/es/). 
On the other hand, the implementation of the PSL entails a previous history that has been taken into account when drafting the final provision of the RD.

	INDESTYA, S.L. 
It seems logical to think that if the PSL is more appropriate than the PPCL in priority facilities, it should be more extensive in terms of its development, and yet Article 7 on the LPPL is much more extensive and precise in information than this one. All the more so as companies working in priority facilities will have twice as much work as others. 
	

	ATA ECOTECNOLOGÍA E HIGIENE DEL AGUA, S.L. 
It should be indicated for priority facilities. The PSLs must be regularly approved and reviewed by the Health Authority. The PSLs must include, as a minimum, the validation and verification requirements (analysis and controls) required of PCCLs.
	See comment regarding authorisation of the PSL by the Administration.
The validation and verification requirements laid down for PPCLs in the RD are not always valid for the PSL, if it is apparent from the risk assessment and verification thereof that it does not pose a hazard (e.g. analysing iron in facilities without metal devices requiring such control) would not be subject to control as long as that situation persists.

	2. The PSL shall have the following aspects:
a) evaluation of the system:
1. Identification of hazards
2. Prioritisation of risks
3. Determination of critical points where improvements need to be made
4. Description of corrective and preventive measures to mitigate risks. 
5. Staff Training Programme, which will include, in accordance with the characteristics of the facility or equipment, the list of contents according to the activities linked to the PSL and the functions assigned to the workers involved.
b) control and verification measures.
c) management and communication.
d) evaluation of the PSL.

	Region of Valencia
- Where it says: Determination of critical points where improvements need to be made.  New wording: Determination of critical points where improvements need to be made. The areas where improvements need to be made are not necessarily critical points.
Comment: Amended accordingly.

	Autonomous Region of Navarre.
- Include a section on PSL documentation (Reason: Similar to that required in the PPCL)
Comment: This aspect is part of the “Management Procedures” (see WHO Recommendations).

	AUTONOMOUS REGION OF ARAGON
Article 8(2)(a)(5) this point seems to be inconsistent with Article 17(4). See the commentary made below on that article (Article 17). [Article 17 We understand that the performance of all maintenance, review and hygiene-health control activities should not require personnel with a level 2 professional qualification (270 hrs.). There are simpler tasks, such as emptying and cleaning a bathtub or reading and recording a temperature, which can be done correctly with simpler training. This training could be acquired by taking a specific module of professional qualification or as part of the training referred to in Article 7(2)(b) (4) and Article 8(2)(a)(5).]
Comment: It is deleted.

	BARCELONA PUBLIC HEALTH AGENCY
There are no minimum criteria for the PSL and the text does not define who will validate these plans, even considering that not having a PSL could be grounds for sanction. From the Public Health Agency we see it as completely impossible to be able to validate all plans of risk facilities in the Barcelona area where we have the competence of health authority and to be able to give reasons for penalties for non-compliance with Article 8. 
Our proposal is as follows: 
- Define only one type of plan (PPCL) and include as a requirement that it be based on hazard analysis and critical control points. In Catalonia, this is established by Article 6.1 of Decree 352/2004, and both the Barcelona and the Catalonia Public Health Agencies value this requirement of the current health and hygienic maintenance programmes positively.
- Delete all of Article 8 (PSL) and references throughout the text to the PSL such as in Article 12 (Minimum sampling frequency).
Comment: Having a PSL is optional and it is therefore not considered appropriate to abolish the possibility of this alternative within the framework of the health policies on prevention and control of Legionella, in particular prevention (more in line with a PSL).

	SESA (Spanish Society for Environmental Health) / AQUA AMBIENT
3. Determination of critical points where controls and/or improvements need to be carried out. Justification: Sometimes improvements cannot be made, but checks and controls can always be carried out.
Comment: Checks do not necessarily have to be carried out at critical points. They must be kept under control, and very often. Checks must be carried out in previous areas in order to prevent deviation from the established limit, hence two types of points are usually established in a PSL: control points (with acceptable Legionella level) and critical point (with Legionella concentration at limit level).

	3. In the priority facilities or premises defined in Article 2.12, the operator shall preferably base its plan on this PSL, in order to achieve greater water safety and better prevention of legionellosis.

	Laboplus (Group of Environmental Health and Food Safety Laboratories/
Miguel Sabriá Leal
	Article 8(3) should read as follows: “In the priority facilities or premises defined in Article 2.12, the operator shall preferably base its plan on this PSL, in order to achieve greater water safety and better prevention of legionellosis. By its very nature, the PSL should include at least all the control and verification requirements included in the PPCL.”
(Justification: In order that the Water Safety Plans do not become the weak point of this Royal Decree, which could happen if the choice of this route - much less defined and [more] liberal than the [P]PCL - is in practice a sieve of preventive strategies without a consolidated scientific basis or without sufficient objective control and verification measures, it is essential that the PSL be approved by the Health Authority. On the other hand, given that the RD suggests that PSLs should provide “greater safety” (the RD recommends the PSL for the priority facilities or premises defined in Article 2.12 “in order to achieve greater water safety and better prevention of legionellosis”) it seems logical that the PSLs should, at the very least, include the requirements for the control and verification of the PCCL which are supposed to be the basic ones that any facility must have.
In summary:
3) The PSLs must be regularly approved and audited by the Health Authority.
4) The PSLs must include, as a minimum, the validation and verification requirements (analysis and controls) required of PCCLs
JUSTIFICATION
The WHO in its various publications clearly specifies that Water Safety Plans must be reviewed, approved and audited by the relevant Authority (the Regulator). This is also the usual path followed in food safety systems (APPCC/HACCP), the theoretical bases of which are very similar to the Water Safety Plans

	The move from PPCL to a PSL entails a development which, for some aspects and tasks of the PPCL will mean continuity while other aspects (e.g. frequency of sampling of physico-chemical parameters) will not mean such continuity. Therefore, the contribution made cannot be considered from a methodological point of view.

	AUTONOMOUS REGION OF ASTURIAS
	If Article 8 is maintained, paragraph 8.3 should be amended to this effect:
“In facilities or premises classified as high risk, including the priority facilities defined in Article 2.12, the operator shall preferably base its plan on this PSL.
	The draft has not opted to rank facilities by degree of risk, due to the evolving nature of the degree of risk of each facility.

	4. Operators of any facility who choose to develop a PSL as a means of control and prevention shall maintain the corresponding PPCL of the facility until the PSL is adequately designed, planned and validated by data and/or results demonstrating its effectiveness.

	SESA (Spanish Society for Environmental Health)
-3. In the priority facilities or premises defined in Article 2.12, the operator shall preferably base its plan on this PSL, in order to achieve greater water safety and better prevention of legionellosis. By its very nature, the PSL should include all the minimum control and verification requirements included in the PPCL. Justification: This is one of the weak points of the new Royal Decree, because it indicates the minimum aspects to be addressed by the PSL, but leaves them so open that in practice this route can become a sieve of preventive strategies without a scientific basis or without sufficient objective verification and control measures. Curiously, the RD suggests that PSLs should provide “greater safety” and recommends them for priority facilities (read hospitals). This free and easy approach to the (theoretically safer) PSLs contrasts with the detail of PPCLs whose minimum verification requirements and others are well established.
- 4. Operators of any facility who choose to develop a PSL as a means of control and prevention shall maintain the corresponding PPCL of the facility until the PSL is adequately designed, planned and validated by data and/or results demonstrating its effectiveness and duly reviewed and approved by the Health Authority. Justification: To ensure that PSLs fulfil their preventive function and do not become a weak point of this new RD, it is essential that:
a) The PSLs must be regularly approved and reviewed by the Health Authority.
b) PSLs must include, as a minimum, the validation and verification requirements (analysis and controls) required of PCCLs.
Comment: With regard to the possible application of the PSL in priority facilities, it must be borne in mind that, for example, hospitals have quality systems with documented procedures with requirements regarding biological contaminants and that Legionella, if not already included, can easily be incorporated into such systems.
In relation to paragraphs (a) and (b), see comments provided for other contributions in the same sense as these.

	AQUA AMBIENT
Comments on the whole Article: Although the philosophy of the PSL is appropriate and very correct as regards water for drinking, having been previously validated by the health authority for populations of more than 50,000, in facilities at risk of secondary legionellosis, it is very difficult to apply in practice since there are hundreds of thousands of facilities throughout Spain that do not produce food or water for drinking. What it will actually generate is a sieve of PSL with very little technical base or rigour and with the economic pressure from operators, which instead of leading to “better water safety and prevention of legionellosis” as indicated in point 3 will on the contrary reduce water safety and worsen the prevention of Legionellosis. Therefore, I propose indicating that the PSLs are only (not preferably as indicated now) for priority premises with prior authorisation from the health authority, or that the PSLs be eliminated altogether, with an indication that only for priority premises, in the PPCLs explained above, a risk assessment, identification of hazards, prioritisation of risks, etc. be made mandatory, and in the other facilities the above-mentioned PPCL.
Comment: With regard to the possible sieve to which reference is made in relation to PSLs, emphasis is placed on the content of paragraph 4, which is a higher requirement than for the implementation of the PPCL. On the other hand, the risk assessment methodology has a scientific-technical basis which does not allow for the malpractice to which reference is made.

	Miguel Sabriá Leal / Laboplus (Group of Private Environmental Health and Food Safety Laboratories)
Point 4 should read as follows: “Operators of any facility who choose to develop a PSL as a means of control and prevention shall maintain the corresponding PPCL of the facility until the PSL is adequately designed, planned and validated by data and/or results demonstrating its effectiveness and duly reviewed and approved by the Health Authority.
	See comment made on a contribution in the same sense (authorisation of the PSL)

	AMBIQAI
Who will validate the PSL plan? What training will the facility operator have to have (if he validates the PSL) to be a specialist in Legionella prevention? Specify who validates the PSL plan.
	

	Article 10. Actions of the Health Authority (Corresponded to Article 9)

	AUTONOMOUS REGION OF CATALONIA
For a better understanding of the standard, we propose that this article be a separate chapter on health surveillance.
Comment: The title of the chapter has been renamed

	1. The following are the responsibility of the health authority, within the scope of its powers, without prejudice to those of other authorities:
a) functions of official control of the correct compliance with the provisions of this Royal Decree.
b) to draw up guidelines at its regional level on the application of this Royal Decree or supplementary regulations.

	CONAIF
a) functions of official control of the correct compliance with the provisions of this Royal Decree. A copy of Annex YY shall be delivered to the health authority for this purpose. 
(Justification: It is not possible to control a facility that is not known to exist, and for this reason it is intended to create an additional annex to the Royal Decree containing basic information on the facilities subject to this RD. That Annex will include: the data of the maintenance company, operator data and facility data, being similar to the register of cooling towers and evaporative condensers in Annex II. 
In particular for new and old domestic hot water facilities. For old facilities there shall be two years to register them with the competent health authority in accordance with an Annex containing at least: No. of tanks / No. of shower points / Operator / Maintenance company data / Whether or not there is a return / Whether it concerns a commissioning, decommissioning or modification of existing installation.
Comment: Such a contribution would not correspond to this point, as it is a mandate for the operators of the facilities and not for the health authority.
Drinking water facilities are subject to their corresponding inventory under the specific drinking water regulations. The possible extension at national level of the notification mandate to facilities other than cooling towers and evaporative condensers is not envisaged at the moment, without prejudice to the extension of this scope at regional level, especially when there is the possibility of registering such information (registration of health centres, register of industrial activity, etc.).

	Juan Ángel Ferrer Azcona
Include a paragraph aimed at: Increasing and regulating specific and more extensive training on Legionella control and prevention among health inspectors in the administration so that they can deal with facilities with greater technical knowledge.
Comment: This aspect is regulated at the regional level, in the context of the continuous training of the staff of the health administrations in which the respective councils transfer the corresponding needs proposed by the units they comprise.

	2. The health authority in its official control of the facilities covered by this Royal Decree may:
a) Review the documentation of the facility and the corresponding documentation of its PPCL or, where applicable, the PSL.
b) Inspect the facility, parameter control or perform any other check deemed appropriate, including water sampling
c) Identify measures to correct, prevent or minimise the risk. 

	AUTONOMOUS REGION OF ANDALUSIA
Include: “Conduct audits of the PSL”
Comment: Included in paragraph (a)

	AUTONOMOUS REGION OF CANTABRIA
lnclude: “Priority sensitive establishments shall be included in the regional health surveillance programmes”
Comment: In relation to this contribution. See the proposal included in this article, as a result of the report of the Consumers and Users Council. In which case it will be up to the regional health authorities to prioritise these types of establishments. 

	Region of Valencia
Where it says: a) Review the corresponding documentation of its PPCL or, where applicable, the PSL. Rewording: a) Review the facility documentation and verify the evaluation of the PPCL and the validation of the PSL.
Comment: The review of the documentation of the PPCL or, where appropriate, of the PSL entails a review of all the documentation and records to be included therein, including the periodic evaluation of the PPCL and the validation of the PSL carried out by the operator of the facility. It is therefore considered that the current wording addresses the aspects commented on by the Autonomous Region.

	SESA (Spanish Society for Environmental Health) / AQUA AMBIENT / Miguel Sabriá Leal
2. The health authority in its official control of the facilities covered by this Royal Decree may:
a) Review the documentation of the facility and the corresponding documentation of its PPCL or as appropriate, review and periodically approve the PSL.
Justification: It is a very important point. If they are not validated and audited by the health authorities of the Autonomous Regions, as is currently done in HACCPs, since it is not a food product or water for drinking, the operator, considering these facilities as secondary to its product, will carry out a PSL applying pressured for it to be as thin as possible, which does not ensure adequate prevention of legionella, if the PSL is not validated or periodically supervised by the health authorities. The EU Drinking Water Directive indicates that such plans must be validated in advance by the health authority. The WHO in its various publications clearly specifies that the Water Safety Plans must be reviewed and approved by the relevant Authority (the Regulator). WATER SAFETY PLANS https://www.who.int/water_sanitation_health/dwq/wsp170805.pdf Water Safety Plans: Managing drinking-water quality from catchment to consumer. WHO. See Chapter 14: Water Safety Plan review, approval and audit. It reads verbatim: An appropriate body, usually the regulator or their designated agents, should review and approve water safety plans prepared by suppliers or Government agencies. This process is designed to ensure that the water safety plans developed are consistent with the water safety requirements articulated within the health-based targets. The review process is essential in the overall implementation and links to ongoing audit by providing the basis from which future assessments can be based. Page 116
Comment: With regard to this contribution, it is considered necessary to make the following observations: HACCPs in food establishments are not validated or approved by the health authorities. 
- Neither Regulation 882/2003 nor Regulation 2017/625 on HACCP and official controls respectively contains such an obligation.
- The WHO recommendations are not obligations for countries unless they are expressly laid down in the regulations.
- For the other aspects relating to authorisation, see comments made in a previous submission along the same lines.

	Laboplus (Group of Private Environmental Health and Food Safety Laboratories)
a) Review the documentation of the facility and the corresponding documentation of its PPCL and, where applicable, approve and review the PSL. (Justification: The establishment of the PSL in any facility carried out by the operator may have a limitation marked by the costs of the different actions, which will obviously always be downwards. This situation may diminish the quality and quantity of these actions and lead to their not complying with the provisions of this Royal Decree. It should therefore be necessary for the health authority to validate the content of the PSL.)
Comment: See comment made on a contribution in the same sense

	Miguel Sabriá Leal
a) Review the documentation of the facility and the corresponding documentation of its PPCL or, where applicable, approve and review the PSL. (Justification: The establishment of the PSL in any facility carried out by the operator may have a limitation marked by the costs of the different actions, which will obviously always be downwards. This situation may diminish the quality and quantity of these actions and lead to their not complying with the provisions of this Royal Decree. It should therefore be necessary for the health authority to validate the content of the PSL.)
The establishment of the PSL in any facility carried out by the operator may have a limitation marked by the costs of the different actions, which will obviously always be downwards. This situation may reduce the quality and quantity of such actions and lead to proper prevention of Legionella not being assured. It should therefore be necessary for the health authority to approve the content of the PSL.
QUESTION CONCERNING LEGIONELLA HEALTH PLANS
In our view, this is one of the weak and controversial points of the draft Royal Decree because, although it indicates the minimum aspects to be addressed by the PSL, it leaves them so open that, in practice, this route can become a sieve of preventive strategies without a scientific basis or without sufficient objective verification and control measures.
Curiously, the draft RD suggests that PSLs should provide “greater security” and recommends them for priority facilities (hospitals, nursing homes, etc.). This free and easy approach to the (theoretically safer) PSL contrasts with the detail of the PPCL, whose minimum verification requirements and other issues are well established.
In order to ensure that PSLs fulfil their preventive function and do not become a weak point of this new RD, and obviously do not meet their primary objective of preventing legionellosis, it is essential that:
1) The PSLs must be approved and regularly reviewed by the Health Authority.
2) The PSLs must include, as a minimum, the validation and verification requirements (analysis and controls) required of PCCLs.
JUSTIFICATION.- The WHO in its various publications clearly specifies that Water Safety Plans must be reviewed and approved by the relevant Authority (the Regulator).

Comment: - WHO publications or recommendations are not obligations for countries unless expressly provided for in the regulations. For the other aspects relating to the authorisation, see comments made in a previous submission along the same lines.

	Additional contribution

	Federation of Municipalities of Catalonia
The current Royal Decree 865/2003 clearly establishes the consideration and classification of facilities with a greater or lesser probability of proliferation and dispersion of legionellosis, which allows for a distribution of surveillance and control between the Autonomous Region Administration and the local administration according to the type of facility. It would be desirable for the draft legislation not to raise doubts about the distribution of actions between health administrations, ensuring proper coordination and intervention.
Comment: The Royal Decree does not address or enter into the division of competence between health authorities at regional and municipal level.

	CHAPTER IV. Water sampling and analysis programme

	Autonomous Region of Andalusia
No action protocol is established for sampling for the Administration. We believe this could lead to legal uncertainty in official control actions involving sampling, so it should be made clear on the one hand whether these samples are to be taken in accordance with Annex VII and on the other whether they are also exempt from accreditation.
Comment: Article 10(b) includes the reference to the procedure to be followed in sampling and its analysis by the health authority.

	Autonomous Region of Catalonia
The sampling programme is a part of the PPCL programmes, so we propose that it be moved to Chapter III.
Comment: Given the size of the contents of the sampling programme it is considered appropriate to maintain it.

	Article 11. Sampling and sampling points of the PPCL (Corresponds to Article 10)

	1. The sampling programme, the taking of samples and the transport of samples not belonging to the Administration shall be carried out in accordance with the provisions of Annexes VI and VII.

	Autonomous Region of Catalonia
Proposes to amend its wording: “The sampling programme, the taking of samples and the transport of the samples referred to in Article 7 shall be carried out in accordance with the provisions of Annexes VI and VII”
	Bearing in mind that the sampling programme would affect the implementation of the PPCL and not a scheduled or ad hoc sampling of the health administration [and that] on the other hand the protocol to be followed when taking samples and the conditions for their transport would affect both the samples taken by the Administration as part of the official control and those taken under the PPCL, the following wording is proposed:
“1. The sampling programme, the taking of samples and their transport shall be carried out in accordance with the provisions of Annexes VI and VII.”

	AUTONOMOUS REGION OF CASTILLA-LA MANCHA
The current wording of paragraph 1 may give rise to misunderstandings. We suggest the following wording: “1. The sampling programme, the taking of samples and the transport of samples within the PPCL or PSL shall be carried out in accordance with the provisions of Annexes VI and VII.” 
	

	Federation of Municipalities of Catalonia
We do not understand the expression “samples not belonging to the Administration”. It can be interpreted that if the samples are taken by the Administration the requirements of Annexes VI and VII do not have to be met.
	

	LABAQUA, S.A. 
As regards sampling and transport of samples by the competent administration: 
Why do they not have to comply with Annex VII and the accreditation of sampling? What would happen in the event of a discrepancy between the results of the administration and those of an operator? 
	

	SAMNOR
If accreditation of sampling is made compulsory as laid down in Annex VII, it is not clear whether this affects both microbiological and physico-chemical tests or only Legionella count samples.
	

	VALERO ANALÍTICA, S.L.U
It is SCANDAALOUS for the public administration to be excluded from the obligation to be accredited to carry out sampling of facilities. They must be governed by the same technical requirements as the private sector.
	

	2. The laboratory or entity contracted by the operator of the sample-taking facility must be accredited to take samples in accordance with Annex VII by the National Accreditation Body.

	Comment: This aspect is one of those that has generated the most contributions. These are oriented towards two opposite positions:
a) Against the accreditation of sampling.
b) In favour of samples having to be taken under accreditation and by a laboratory.

	Opposition to the accreditation of sampling
AUTONOMOUS REGION OF LA RIOJA
FEIQUE (Spanish Chemical Industry Business Federation)
INDESTYA, S.L.
LEGIOPREV, S.A. 
SAMNOR
FRANCISCO RAMÓN FORTEA PÉREZ
AMBIQAI
MICROAMBIENTAL, S.C.A.
General Council of Official Colleges of Biologists
BIO9000, S.L.U.
CEAJE (Spanish Confederation of Young Entrepreneurs)
JUAN MANUEL GIL RODRÍGUEZ (Accreditation per se)
	In favour of samples having to be taken under accreditation and by an accredited laboratory.
AELI (Spanish Association of Independent Laboratories)
EUROLAB-España (Spanish Association of Test, Calibration and Analysis Laboratories)
BIENDA
Laboplus (Group of Private Environmental Health and Food Safety Laboratories)
ACONSA
VALERO ANALÍTICA, S.L.U


	AUTONOMOUS REGION OF CATALONIA
Since sampling can be carried out by own staff and may be accredited by accreditation bodies other than ENAC, we propose the following wording: “The own personnel or personnel contracted by the facility operator that carry out the sample taking must be accredited by an accreditation body for taking samples in accordance with the provisions of Annex VII. “

	AUTONOMOUS REGION OF LA RIOJA
Article 10. Sampling and sampling points Our position remains that accreditation for sampling should not be obligatory.

	FEIQUE (Spanish Chemical Industry Business Federation)
2. The laboratory or entity contracted by the operator of the facility to carry out the sampling must be accredited to take samples in accordance with Annex VII by the National Accreditation Body.
Justification: While the sampling and transport protocol according to Annex VII is excellent, the requirement for service companies or laboratories to be accredited by ENAC may entail a very heavy administrative burden.

	INDESTYA, S.L.
The need for ENAC accreditation for sampling is raised. This is a very expensive action, which favours large companies that can afford it, forcing those that cannot afford it to subcontract a laboratory. This poses a second problem in relation to supply (many laboratories do not seek accreditation because it is not financially worth their while to do so) and the organisation of sampling necessarily between 15 and 30 days after cleaning and disinfection. In short, a problem however you look at it, which will increase the price of analyses. There must be other solutions that do not affect competition in the market in this way, because this is unfair discrimination. With the number of useless courses that are organised it would be enough to hold one serious course, or implement a professional Legionella licence (our company’s business is water treatment and we do not do classic disinfection, rat control and pest control... and after 15 years we had no option to take out a licence based on our experience because we only do Legionella).

	LEGIOPREV, S.A. 
We do not consider that accreditation of sampling by the Entity is necessary, for the following reasons: 
1. The rule would have negative effects on competition, as it favours large companies and laboratories, seriously affecting companies carrying out Legionella prevention treatment. The cost of getting sampling accredited can be a constraint for many companies, while not getting accredited can possibly lead to losing the customer. 
2. The personnel carrying out the sampling must have sufficient training according to RD830/2010. In other words, operatives who carry out maintenance, review and health and hygiene control, whether working for the facilities company itself or for subcontracted service providers and who take samples must be in possession of the “SEAG0212 Certificate of Hygienic-Health Maintenance of Facilities Susceptible to the Proliferation of Harmful Micro-organisms and their Dissemination by Aerosolisation”. This professional certificate, according to “Royal Decree 624/2013 of 2 August establishing eight professional certificates in the Safety and Environment group included in the National Catalogue of Professional Certificates and updating the professional certificates established as Annex I to Royal Decree 1377/2009 of 28 August and as Annexes I and II to Royal Decree 1536/2011 of 31 October’” establishes as the content of Training Unit 2: UF2403 of 70 hours duration. OPERATIONS TO CHECK DOSIFICATION SYSTEMS AND WATER QUALITY IN FACILITIES SUSCEPTIBLE TO THE PROLIFERATION OF MICRO-ORGANISMS AND THEIR DISSEMINATION BY AEROSOLISATION, the following:
“3. Analysis of physico-chemical and microbiological parameters of water in facilities with probability of proliferation and dispersion of micro-organisms harmful to health - General knowledge of water chemistry. - Physico-chemical and microbiological parameters of water: 
· Turbidity 
· Conductivity 
· pH. 
· Total iron. 
· Level of biocide. 
· Total Legionella and aerobic organisms. 
Water sampling for health and hygiene control: 
· Associated regulations. 
· Sampling methods. 
· Selection of sampling points. 
· Sample bottles and labelling. 
· Rules for the transport and storage of samples. 
· On-site measurements of physico-chemical and microbiological parameters of water: 
· Equipment for measuring physico-chemical parameters. Types and handling. 
· Analysis of microbiological parameters. Types 
· Determination of the reference biocide concentration. 
· Completion of records.” 
Conclusions 
· In short, the draft generates effects on competition, since it reduces the number of companies that can take samples. The high cost of accreditation can be a handicap for small businesses 
· With the SEAG0212 professional certificate, it should be sufficient to carry out correct sampling, as the staff have sufficient training to take the sample correctly. Failing this, to know where to take the samples a laboratory would have to have staff with the same professional certificate, which we doubt is the case. 
· Possession of the Professional Certificate does not entail a significant financial expense such as for accreditation of sampling, as it must be an indispensable requirement. 
· The administration does not have ENAC-accredited technicians for sampling in facilities.

	SAMNOR
To Samnor it seems disproportionate that maintenance companies to which facility operators have contracted the taking of samples should be required to have sample taking ACCREDITED by ENAC, given that neither ISO 17020 nor ISO 17025 are intended to include companies or services other than those for which they were drawn up, as stated in their respective scopes of application, namely inspection entities and analysis and calibration laboratories. We must also point out that it is the technicians of the maintenance companies, and not the laboratory technicians, who really and reliably know the facilities under preventive maintenance, as well as the appropriate sampling points, so that the results are uniform, consistent and real, taking into account the different technical characteristics of each facility. 
The provisions of standard UNE 100030:2017, Annex F seem to us more proportionate for service (maintenance) companies). It reads as follows: “entities that take samples for Legionella analysis must have documented procedures to ensure the quality of their services.” 

	FRANCISCO RAMÓN FORTEA PÉREZ
Article 10. Point 2. Has the economic impact of the requirement for sampling to be accredited by ENAC really been studied? (ENAC, the entity designated by the Government to operate in Spain as the only National Accreditation Agency, on an independent, non-competitive, non-profit basis, carrying out international assessments and with mutual recognition) is the only body in the whole national entity, in which there is no free competitive market, acting as a monopoly, besides not being free of charge like public health inspectors, and will increase the cost of treatment to levels that will not improve the control of Legionella but quite the contrary.

	AMBIQAI
· We believe that requiring accreditation of contractors providing Legionella control and prevention services to third parties (without having a laboratory) will cause extra costs, as indicated in the economic impact of the draft itself, thus increasing the costs of the analyses. It gives an advantage to companies that have the treatment and laboratory service, which is considered a disadvantage for the rest of the companies, apart from its being unethical for the same company to be allowed to provide both treatment and Legionella analyses. This aspect should be addressed more seriously since many companies are interested parties. This point further strengthens the position of companies when what is being pursued is health and safety and transparency of results.
· Another question arises in this section. If a company does not outsource the Legionella control and prevention services but takes the samples itself for dispatch to the laboratory, does it also have to be accredited by a National Accreditation Body for the taking of samples? Would SEA492_2/ health and hygiene maintenance of facilities susceptible to the proliferation of harmful micro-organisms and their dissemination by aerosolisation not be sufficient?
· The need to apply for accreditation for taking samples puts laboratories and treatment companies providing services to third parties at a competitive disadvantage, since it is they that are trained and have the necessary records to maintain the control and prevention of Legionella. Evidence of this is the training for SEA492_2/Health and hygienic maintenance of facilities susceptible to the proliferation of harmful micro-organisms and their dissemination by aerosolisation, of which the taking of samples forms an important part.
· This accreditation gives an advantage to laboratories that are already accredited for analysis and thus able to take samples themselves, but which would not have sufficient training unless they are required to qualify for SEA492_2/Health and hygienic maintenance of facilities susceptible to the proliferation of harmful micro-organisms and their dissemination by aerosolisation. This training is absolutely necessary to determine critical points, interpret hydraulic diagrams, etc. 
· There is in fact a complete mismatch in the training requirements, since according to this draft, training for SEA492_2/Health-hygienic maintenance of facilities susceptible to proliferation of harmful micro-organisms and their dissemination by aerosolisation (more than 300 hours) is required of staff performing external or internal maintenance operations, in addition to accreditation for sampling, whereas laboratories are required to be accredited for sampling (in addition to analyses) but this (SEA492_2) training is not required, even though in fact it will be they who actually take the analyses without knowing the facility.

	MICROAMBIENTAL, S.C.A. / General Council of Official Colleges of Biologists
Article 10 (Sampling and sampling points) and 11 (Laboratories and methods of analysis)
In the previous R.D. 865/2003 the laboratories performing these sample taking and analysis tasks had the option of being either; certified under UNE-EN-ISO 9001 or accredited in accordance with ISO/IEC 17025. The difference between the two is a question of costs and also of technical requirements. Accreditation costs can be up to 3 or 4 times more expensive than accreditation. And the technical criteria in accreditation are more demanding as is to be expected, but unnecessarily and disproportionately so. 
The protocol for analysis and collection of Legionella samples is established by UNE-EN ISO 11731:2017 Water quality. This standard describes the sampling and analysis protocol to be applied by any laboratory, whether accredited or certified. This standard was referenced as a compliance standard in the previous R.D. 865/2003. 
This change therefore generates a very significant grievance for laboratories that are certified. As it excludes them from the possibility of further sampling and analysis of legionella. They meet the same requirements as accredited laboratories regarding compliance with ISO 11731. I also enclose the index of the standard UNE-EN ISO 11731:2017 Water quality which contains the sections of technical requirements that guarantee performance and technical execution and demonstrate that it is not necessary to require accreditation since the requirements of this standard are sufficient to ensure that it is technically done well. 
These are the two articles that are the subject of disagreement. 
Article 10. Sampling and sampling points. 
1. The sampling programme, the taking of samples and the transport of samples not belonging to the Administration shall be carried out in accordance with the provisions of Annexes VI and VII.
2. The laboratory or entity contracted by the operator of the facility to carry out the sampling must be accredited to take samples in accordance with Annex VII by the National Accreditation Body. 3. The control points shall be chosen in accordance with the annexes to this Royal Decree in the PPCL or according to the PSL, as the case may be, and the health authority may change or add other control points at each facility. 
Article 11. Laboratories and methods of analysis. 
1. Any public or private laboratory or entity making determinations for parameters or methods of analysis other than Legionella spp culture shall, at least, establish a quality assurance system and have it validated by an external quality control unit which shall periodically carry out an audit. 
2. Laboratories or entities carrying out the analyses described in Annex VIII, 
PART A shall be accredited under standard UNE-EN ISO/IEC 17025: “Conformity assessment. General requirements for the competence of testing and calibration laboratories.” Laboratories or entities carrying out the analyses described in Annex VIII PART B may use other methods of rapid detection of Legionella spp for the assessment of the facility. These methods shall have a national or international certificate of validity issued by a recognised national or international certification body. 
3. The characteristics of the results of the laboratory analysis methods shall be at least those set out in Annex VIII. 
PART C. In the absence of a method of analysis that meets the characteristics of the minimum established results, laboratories or entities shall use the best available techniques, having the methods of analysis used validated and documented in accordance with UNE-EN ISO/IEC 17025. 
ARGUMENTS AGAINST THE CHANGES DESCRIBED IN ARTICLES 10 AND 11 AND THE IMPACT ASSESSMENT ACCOMPANYING THE DRAFT LAW ARE AS FOLLOWS: 
1. WE HAVE A STANDARD, UNE EN ISO 11731:2017, to which all accredited and certified laboratories conform and which provides uniform technical criteria to ensure the veracity of the results of analyses and samplings performed. And it was recognised by R.D. 865/2003. These protocols, deriving from the various points of these standards are complied with equally by laboratories certified under ISO 9001 and those accredited under standard 17025. We believe it is unnecessary to restrict the competence to perform analyses and sampling exclusively to accredited laboratories as the aforementioned UNE EN ISO 11731:2017 ensures performance. 
2. We believe that reducing competences to accredited laboratories only and leaving out certified laboratories means invalidating the performance of a certification and its quality system. And generating a grievance on the part of certified laboratories that would no longer be able to carry out legionella sampling and analysis. Many of these laboratories would not be able to access accreditation due mainly to the costs of accreditation, investment and maintenance of accreditation and all of this needlessly because these laboratories technical value is not being recognised. To exclude certified laboratories is to remove a high percentage of their business and also to favour only large laboratories and thus damaging small ones. And it is not carried out according to technical criteria since both meet what is necessary for their performance in this area. 
3. This grievance may also recur in a cascade effect with other regulations such as R.D. 140/2003 Hygienic-health requirements for water for drinking. With the same effect of taking business away from certified companies whereas there are ISO standards complied with by both types of laboratories. 
4. This law is elitist, without giving an option to respect the criteria of diversity of the laboratory market, which accommodate small and large, free competition for contracts for private and public customers and thus respect a free market. The only intention we see deriving from these changes is to give business to large laboratories and remove it from small ones with the excuse of disproportionate technical and quality criteria when there are other mechanisms to meet the criteria, protocols and technical requirements. 
5. The law must ensure that performance in the area of Legionella is carried out with the minimum technical criteria necessary for its execution to ensure reliability of the measures, impartiality and independence. These criteria are guaranteed by the specific rules on sampling and testing of legionella through the standard UNE EN ISO 11731 and by the option for an external entity to assess conformity by means of certification or accreditation. 
6. Seeking to impose disproportionate technical requirements denotes a premeditated intention to change the market by giving privileges to a few who meet the established but unnecessary criteria with the intention of leaving out other laboratories and again causing damage to small but technically competent companies. 
7. We cannot shape the economy by using legislation and bringing about a situation in which only a specific profile of large companies survives. The market needs and must accommodate companies of all sizes. The legislator cannot grant privileges. It cannot be exclusive but must be inclusive. Where technical criteria to ensure competition are met. 
8. There will be many laboratories that would stop following certificates by finding no value in it because the legislator does not attribute any value to the certification process and all the procedures and protocols it entails. 
9. With these changes, a direct assault is being perpetrated not only on laboratories but on certifying companies, because part of their scope is being indirectly removed in favour of the accrediting entity. 
There are also circumstances where accredited laboratories in crisis situations lose strategic customers, causing a substantial reduction in the volume of samples to be analysed. This loss of sample volume makes maintaining the scope of an accreditation unsustainable. They therefore decide to maintain certification, which is more sustainable and cost-effective and is more in line with the volume of samples they can maintain. If this law progresses, it would undermine the resilience of laboratories that have to make decisions on these changes between accreditation and certification according to market circumstances. It would put them in the position of having to decide between accreditation or nothing, since it does not accommodate the mid-point that is certification. We believe it is necessary to give the laboratories options so that they can decide between the two options of accreditation or certification according to their scope and size. This would generate diversity and allow existing laboratories on the national map to be located in both urban and rural areas. 
11. In addition, we consider that the impact analysis is superficial, vague and does not go in any depth into the scope that the publication of this law implies. It does not describe the economic impact, its consequences for the market or its geographical effects. 
• ECONOMIC AND BUDGETARY IMPACT: The report alleges that it has no negative effects. Whereas in fact it does have negative effects on the ISO 9001 certified laboratory sector and on certification companies. They lose a market share and in the specific case of laboratories it would raise their costs if they could be accredited. Not all small laboratories could bear the costs of accreditation. The economic impact would be further aggravated in the case of regional or local laboratories covering manufacturing districts or rural areas. In these cases, due to the volume of samples they take, it would not be possible to assume accreditation and would likely reduce their market share even further in a rural area. This causes large laboratories to centralise the collection of samples in urban areas. This would mean a loss of business activities in many rural areas that are more sensitive to competitiveness, the type of accessible customers and the employment generated. 
• This law mainly favours ENAC, to the detriment of CERTIFICATION BODIES. 
• In relation to competition; it favours large accredited laboratories [at the expense of] small laboratories whose niche is heavily affected, and will result in a loss of economic activities. It is impossible for small laboratories whose sample volume is limited to bear costs that increase three or fourfold times in a market in which test prices command very narrow margins. This would undermine competitiveness in market prices, since there is no guarantee of acquiring greater volumes of samples. And where public administrations themselves mostly set recklessly low prices. Therefore, the effect of reducing the number of laboratories within the national map would be to distribute the market among the very few laboratories that met the accreditation requirements and could afford accreditation. This would consolidate an oligopoly which would not favour consumers, businesses or public administrations. This law limits the ability to compete and places restrictions on certified laboratories. It is exclusive and leaves many laboratories out. It does not respect the diversity of the market. This exclusion is unnecessary when there are other inclusive mechanisms to ensure the technical reliability of testing and sampling. 
12. There are two regulatory precedents that demonstrate that companies can be allowed the option of being certified or accredited to carry out a technical task: 
• The first precedent is RD 513/2017, an industrial safety RD which obliges all companies that carry out installation and maintenance of firefighting equipment to be ISO 9001 certified and also comply with the UNE standards in Annex I to this RD, making them mandatory. With this authorisation, many small companies can issue their inspection and maintenance reports with full transparency and control by an independent third party. 
• The second precedent: RD 163/2019. The legislation requires all plants manufacturing fresh concrete to be inspected by a control body. Furthermore, it obliges laboratories to be ISO 9001-certified, not accredited. 
Requests: consideration be given to the arguments presented, enabling certification bodies and laboratories which are currently approved and certified to continue their activity, considering that the changes introduced in the aforementioned draft do not contribute better quality to the process, in order to avoid the disappearance of business fabric and jobs.

	BIO9000, S.L.U.
Accreditation under UNE EN ISO/IEC 17025 either for sampling or for testing of Legionella cannot be mandatory for all laboratories. A huge number of small and medium-sized laboratories will not be able to afford the associated costs.
Furthermore, there are a very large number of companies involved in facilities maintenance of which nothing was required for sampling and which will now have to rush to get accredited, and indeed we doubt whether ENAC will be able to cope with the flood of applications. 
In relation to the accreditation of sampling, as well as requiring it to be carried out by means of accreditation, it is necessary:
- to open the door to sampling using described procedures that comply with the new Royal Decree and UNE 100030, with the implementation of a quality system (e.g. ISO 9001, etc.)
- for there to be specific training for the taking of microbiological samples. The contents should be included in the courses for “Installations that may favour the proliferation of Legionella”.

	CEAJE (Spanish Confederation of Young Entrepreneurs)
I.- In the opinion of our entity, and as indicated by various associated companies working in clinical laboratories sector, the new regulation implies an exacerbation of the conditions to which these facilities are subject for the performance of their work. In particular, the new rules on accreditations incorporated in Articles 10 and 11 of the draft Royal Decree are unnecessary, given that the standard UNE EN ISO 11731:2017, which is the one used with Royal Decree 865/2003, for both accreditation and certification, has not generated any health problems.
II.- Linking performance to this new standard UNE-EN ISO/IEC 17025 is causing a distortion in the business sector to the detriment of smaller laboratories and those in the early stages of their development. Unnecessary extra costs are added by requiring the implementation of a new standard and accreditation rather than certification.
It is an entry barrier which requires analysis by the National Commission of Markets and Competition (CNMC), to which this draft Royal Decree must be forwarded for its report.
III.- Therefore, since it is unnecessary for health safety to require laboratories to comply with this new standard under the accreditation formula, we propose that the wording of Articles 10 and 11 of the draft be amended so as to maintain the accreditation or certification regime currently in force

	JUAN MANUEL GIL RODRÍGUEZ
As regards the impact it may have on the sector, it is necessary to take into account that if “sample-taking accreditation” cannot be accredited as a stand-alone activity by ENAC, it only benefits laboratories, since only they could be accredited and expand their workforce to the detriment of environmental health companies. And it is very possible that they do not have the capacity to collect so much sample, apart from the cost it would entail for the companies in our sector.
It is good for companies to obtain accreditation, but that possibility must be available to those that were already carrying out this activity, because I believe that we are qualified to collect samples with the checks required. Otherwise, environmental health companies would basically limit their activity to cleaning and disinfection operations.

	AELI (Spanish Association of Independent Laboratories)/EUROLAB-España (Spanish Association of Test, Calibration and Analysis Laboratories)
“Samples shall be taken by a laboratory accredited under standard UNE-EN ISO/IEC 17025 both for the analyses described in Annex VIII, PART A and for taking samples. Alternatively, if a laboratory is not accredited for taking samples, it must contract this activity to entities with accreditation for sampling under standard UNE-EN ISO/IEC 17025. In either case such accreditation must be granted in accordance with the provisions of Annex VII by the National Accreditation Body.”
Justification: The laboratory taking the samples must be accredited for taking samples. If it is not so credited it must outsource the taking of samples to another laboratory that is accredited.

	Laboplus (Group of Private Environmental Health and Food Safety Laboratories)
(2) The laboratory or entity contracted by the operator to carry out the sampling shall comply with one of the following requirements:
• Hold accreditation from ENAC for the taking of samples in accordance with the provisions of Annex VII and in accordance with UNE-EN ISO/IEC 17025 or ISO 17020. Accreditation can be considered as an added value to be evaluated by the operators of the facilities.
• (If no such accreditation is held): Submit the taking of samples as per the provisions of Annex VII to an annual external audit by an inspection body accredited under ISO 17020 with the specific scope for this purpose.
2) The PPCL plan with its water sampling and analysis programme, as set out in Annexes VI, VII and VIII, provides an excellent tool for a multidisciplinary and coordinated approach, so as to establish the need for agreements among stakeholders in this area (operator-preventive maintenance companies-laboratories) determining the criteria and responsibilities of each party, in order to increase safety and the prevention of legionellosis.
(Justification: Accreditation for sample taking (Article 10 and Annex VII)
· Article 10 provides that the laboratory or entity contracted by the holder to take samples must be accredited by ENAC to take samples in accordance with the provisions of Annex VII.
· The standard under which the taking of samples is to be accredited is not established:
· If samples are taken by laboratories accredited for Legionella, the accreditation must be with UNE-EN ISO/IEC 17025 
· If they are taken by maintenance companies or any entities other than laboratories, the accreditation would be under ISO 17020 (for inspection entities). This accreditation is a specific scheme for taking samples as an independent activity.
· The accreditation process is not clear, nor has sufficient consideration been given to the economic cost that this may entail for companies or for operators of facilities.
Being aware of the relationship between the taking of samples and the Legionella test and of the importance of both activities in the prevention of legionellosis, [we believe] it is essential that, at the very least, the taking of samples be subject to an external audit that supervises this activity and strengthens competence and confidence in it. We believe that coordination between the two activities is essential to ensure traceability and alignment with the test objectives and ultimately with prevention objectives.

	BIENDA
1.4. Accreditation of sample taking 
The wording of the draft is not clear as to the accreditation of the sample taking or the parameters analysed. 
It is not clear whether all samples to be collected (physico-chemical and/or Legionella) must be collected using the accredited sample taking. 
We do not understand why only the analysis of Legionella has to be accredited; all the parameters of the tests should be accredited; it is not logical to require technical solvency in the Legionella test and not to require it in those of pH, conductivity or turbidity. 
On-site tests cannot be carried out with the same technical solvency as in the laboratory. That is why we propose that "the measurement of biocide, conductivity and pH be allowed in situ only when the effectiveness of the biocide depends on it (measurement of these parameters in situ is essential to detect problems in equipment and to correct them immediately). The remaining parameters must be measured in a laboratory with accreditation for these analyses. All sample taking must be accredited by ENAC

	ACONSA
The possibility for accredited laboratories to have personnel from other bodies taking samples under their accreditation. (Justification: Increase the quality of sampling and avoid errors by the laboratory. Maintain the same situation as companies with both services.)

	VALERO ANALÍTICA, S.L.U
· The new RD must specify under which standard(s) (17025 and/or 17020) the sampling entities must be accredited.
· It must be explained whether or not the operator of the facility can carry out sampling itself and send samples directly to laboratories.
Sampling should be required always to be done by an entity that has no conflict of interest with the maintenance of the facility. The periodic checks required by the standard must be carried out in the same way as vehicle technical inspections are: conformity verification entities, without any link to the operator or maintainer of the facility. To this end, the provisions of standard UNE 100030 provide a good example. Please remember the cases of forgery of legionella analysis reports by intermediary companies that have happened over the years and take action in the new RD to make this practice more difficult. A reporting scheme for analytical results via SINAC-type or similar web platform would prevent this and allow the administration to consult analytical results before conducting inspections and to monitor compliance more effectively.

	Comment: As a result of the contributions received in relation to the accreditation of the samples, we opt for an intermediate solution (under different procedures and with different personnel from those carrying out the rest of the PPCL programmes, without accreditation of sampling being compulsory. The following paragraphs are therefore included:
2. Sampling shall be carried out under documented procedures to be included in the water sampling and analysis programme referred to in Article 8. 
3. Without prejudice to the provisions of Articles 8(2)(b)(4) and 18, the sampling programme must provide that for each of the samples taken, the information collected on it must at all times ensure its correlation with the planning specified in the sampling programme as well as with the transport conditions, the sampling document, the laboratory result document and the corrective measures taken on the basis of the analytical result obtained.
4. Without prejudice to the responsibilities identified in Article 5, the technical head of the Plan shall be responsible for providing documentation and information on the facility for proper sampling.
5. Sampling for Legionella analysis must be carried out by or under the responsibility of the laboratory carrying out the Legionella culture test. 

	3. The control points shall be chosen in accordance with the annexes to this Royal Decree in the PPCL or according to the PSL, as the case may be, and the health authority may change or add other control points at each facility.

	
	Error identification Where it says “control” it should say “sampling” and exclude reference to PSLs
	“6. The sampling points shall be chosen in accordance with the annexes to this Royal Decree and the health authority may change or add other sampling points at each facility.

	Article 12. Laboratories and Methods of analysis (Corresponds to Article 11)

	1. Any public or private laboratory or entity making determinations for other parameters or methods of analysis other than the culture of Legionella spp shall at least put in place a quality assurance system and have it validated by an external quality control unit which shall carry out a regular audit.

	MINISTRY OF SCIENCE AND INNOVATION
As regards the use of alternative methods to culture, we point out the following:
There is some discussion regarding the use of alternative methods to culture, judging by the number of comments contained in Annex 1 of the RIA document.
Article 11 of the draft RD mentions that laboratories using “methods of analysis other than the culture of Legionella spp” must at least put in place a quality assurance system and have it validated by an external quality control unit which shall carry out a regular audit. This is almost the same as saying that these methods should also be accredited according to UNE EN ISO/IEC 17025, which would become clearer in the draft RD and would avoid the possibility of different interpretations or confusions. Therefore we suggest that the use of alternative methods to culture should also be covered by accreditation, since their use is limited to special situations.
In addition, the most commonly used method is PCR in different versions, and there is already an ISO standard for detection of Legionella using q-PCR: ISO/TS 12869:2012, Water quality - Detection and quantification of Legionella spp. and/or Legionella pneumophila by concentration and genic amplification by quantitative polymerase chain reaction (qPCR), which will already have been translated into Spanish, facilitating the accreditation process.
The accreditation process assesses the technical competence of a laboratory to perform the test, including the evaluation of the quality management system, checks that the laboratory is technically competent and capable of producing technically useful results, and reviews the validation of the method and the internal and external controls performed. This would ensure that the method is valid for the intended purpose.
On the other hand, although q-PCR may be useful in investigations of potential sources of infection and in the monitoring of applied corrective actions, and may be a good working tool used alongside culture, there is still no clear consensus as to how and when this method should be used, or how to interpret the results, since there is often little correlation between a culture result expressed in colony-forming units (CFU/L) and a PCR result expressed in Genomic Units (GU/L). It is difficult to establish the most appropriate interpretation of PCR results in a regulation and to determine the minimum levels that would require action. It is therefore not recommended that it be included in the draft RD as an alternative method to culture.
	Alternative methods to culture have been established only for certain situations.
In principle, given the socio-economic situation of the sectors concerned, the policy in this regard is to address the fact that culture is carried out in accredited laboratories and that this method is included in the scope of accreditation.
Since alternative methods are complementary to that of culture, it is foreseeable that a significant part of the analyses using rapid methods will be carried out in the same laboratory.

	Barcelona Public Health Agency
Laboratories that perform analyses for other parameters or methods of analysis other than Legionella spp culture should also be accredited under ISO 17025, since having a quality assurance system in place and having it validated by an external quality control unit that will perform a regular audit is not sufficient assurance.
Proposal: 
a. Delete Article 11.1 (Any public or private laboratory or entity making determinations for other parameters or methods of analysis other than the culture of Legionella spp shall at least put in place a quality assurance system and have it validated by an external quality control unit which shall carry out a regular audit.)
	

	AELI (Spanish Association of Independent Laboratories)
EUROLAB-España (Spanish Association of Test, Calibration and Analysis Laboratories)
FELAB (Association of Test, Calibration and Analysis Entities) 
Require ISO/IEC 17025 accreditation for all analytical parameters, but in the case of biocides it would be sufficient to have accreditation for the biocides most used.
Justification: When the article says: “Any public or private laboratory or entity making determinations for other parameters or methods of analysis other than the culture of Legionella spp shall at least put in place a quality assurance system and have it validated by an external quality control unit which shall carry out a regular audit”.
We understand that the Ministry considers that the other parameters, those other than legionella spp, are neither important nor important for public health. In other words, the technical rigour can be reduced. We believe that at this stage it is totally inappropriate not to require the accreditation of all analytical techniques.
	

	MICROBIAL
QUALITY SYSTEM REQUIREMENTS OF LABORATORIES THAT USE RAPID METHODS: In our opinion, ISO 17025 accreditation of the rapid method is a necessary guarantee to demonstrate the validity of the results issued and their comparison with the reference method.
	

	IDEXX LABORATORIOS
1. Any public or private laboratory or entity making determinations for other parameters or methods of analysis other than the culture of Legionella spp or legionella pneumophila
 (Opinion in Annex 1. INPUT RECEIVED IN THE PRIOR PUBLIC CONSULTATION. “There is currently debate on this aspect (unclosed) at community and international level. Although Legionella pneumophila is the most frequent and most dangerous of the more than 58 species of Legionella bacteria, the rest of the species and their effect on public health must not be ignored. The proposal therefore maintains the reference to the genus Legionella without prejudice to the epidemiological research carried out within the scope of the National Epidemiological Surveillance Network on isolation and identification of species and, possibly, strains.”
Bearing in mind that the Royal Decree itself announces that Legionella pneumophila is certainly the most dangerous but the rest of the species and their effect on public health must not be ignored, for the same reason we must not rule out the appropriateness of testing for legionella pneumophila by limiting ourselves to spp.
The Spanish legislator does not wish to close the debate, so it needs to take into account the importance of legionella pneumophila as recognised. This would allow for more statistics to help make decisions in the future)
	The reference to Legionella spp is maintained

	BIO9000, S.L.U.
Accreditation under UNE EN ISO/IEC 17025 either for sampling or for testing of Legionella cannot be mandatory for all laboratories. A huge number of small and medium-sized laboratories will not be able to afford the associated costs.
Furthermore, there are a very large number of companies involved in facilities maintenance of which nothing was required for sampling and which will now have to rush to get accredited, and indeed we doubt whether ENAC will be able to cope with the flood of applications. 
In relation to the accreditation of sampling, as well as requiring it to be carried out by means of accreditation, it is necessary:
- to open the door to sampling using described procedures that comply with the new Royal Decree and UNE 100030, with the implementation of a quality system (e.g. ISO 9001, etc.)
- for there to be specific training for the taking of microbiological samples. The contents should be included in the courses for “Installations that may favour the proliferation of Legionella”.
	As a result of the contributions received in relation to the accreditation of the samples, we opt for an intermediate solution (under different procedures and with different personnel from those carrying out the rest of the PPCL programmes, without accreditation of sampling being compulsory. The following paragraphs are therefore included:
2. Sampling shall be carried out under documented procedures to be included in the water sampling and analysis programme referred to in Article 8. 
3. Without prejudice to the provisions of Articles 8(2)(b)(4) and 18, the sampling programme must provide that for each of the samples taken, the information collected on it must at all times ensure its correlation with the planning specified in the sampling programme as well as with the transport conditions, the sampling document, the laboratory result document and the corrective measures taken on the basis of the analytical result obtained.
4. Without prejudice to the responsibilities identified in Article 5, the technical head of the Plan shall be responsible for providing documentation and information on the facility for proper sampling.
5. Sampling for Legionella analysis must be carried out by or under the responsibility of the laboratory carrying out the Legionella culture test.

	CEAJE (Spanish Confederation of Young Entrepreneurs)
I.- In the opinion of our entity, and as indicated by various associated companies working in clinical laboratories sector, the new regulation implies an exacerbation of the conditions to which these facilities are subject for the performance of their work. In particular, the new rules on accreditations incorporated in Articles. 10 and 11 of the draft Royal Decree are unnecessary, given that the standard UNE EN ISO 11731:2017, which is the one used with Royal Decree 865/2003, for both accreditation and certification, has not generated any health problems.
II.- Linking performance to this new standard UNE-EN ISO/IEC 17025 is causing a distortion in the business sector to the detriment of smaller laboratories and those in the early stages of their development. Unnecessary extra costs are added by requiring the implementation of a new standard and accreditation rather than certification.
It is an entry barrier which requires analysis by the National Commission of Markets and Competition (CNMC), to which this draft Royal Decree must be forwarded for its report.
III.- Therefore, since it is unnecessary for health safety to require laboratories to comply with this new standard under the accreditation formula, we propose that the wording of Articles 10 and 11 of the draft to maintain the accreditation or certification regime currently in force.
	

	COCETA (Spanish Confederation of Associated Labour Cooperatives)
Requests that laboratories, among them those belonging to the corporate formula of worker cooperatives and which are currently approved and certified be able to continue their activity, since we do not consider that the changes introduced in the draft bring higher quality to the process, in order to avoid the disappearance of business fabric and jobs.
Justification:
First: - WE HAVE A STANDARD - UNE EN ISO 11731:2017 which all laboratories, whether accredited or certified, comply with and which guarantees the uniformity of technical criteria to ensure the veracity of the results of the analyses and samples carried out. And it was recognised by R.D. 865/2003. These protocols, deriving from the various points of these standards are complied with equally by laboratories certified under ISO 9001 and those accredited under standard 17025. We believe that it is unnecessary to restrict the competence of performing analyses and sampling to accredited laboratories as there is the aforementioned UNE EN ISO 11731:2017 which ensures performance. 
Second. - We believe that reducing competences to accredited laboratories alone and leaving out certified laboratories means invalidating the performance of a certification and its quality system. And generating a grievance on the part of certified laboratories that would no longer be able to carry out legionella sampling and analysis. Many of these laboratories would not be able to access accreditation due mainly to the costs of accreditation, investment and maintenance of these laboratories and all of this needlessly because the technical value of these laboratories is not being recognised. 
Third. - To exclude certified laboratories is to take away from them a large percentage of their turnover, thus also favouring only the large laboratories (which we say only in the spirit of defence) exacerbating the situation of the small ones, without doing so according to technical criteria since they both fulfil what is necessary for their performance in this field. 
Fourth: - This grievance may also occur in cascade with other regulations such as R.D. 140/2003 on health and hygiene requirements for water for drinking. With the same effect of taking business away from certified companies whereas there are ISO standards complied with by both types of laboratories. 
Fifth. - We consider this new law to be elitist, we insist in the spirit of defence of our cooperative labour companies, without giving the option of respecting the criteria of diversity of the laboratory market that allows for small and large, free participation in contracts of private and public customers and thus respecting a free market. With this, we insist, from our consideration, these changes would give business to large laboratories, leaving small laboratories out of the market, with the excuse of technical and quality criteria. 
Sixth: All legal regulations must ensure that performance in the field of legionella is carried out with the minimum technical criteria necessary for its implementation to ensure reliability of the measures, impartiality and independence. These criteria are guaranteed by the specific rules on sampling and testing of legionella, not with certification and accreditation. 
Seeking to impose disproportionate technical requirements denotes a premeditated intention to change the market by giving privileges to a few who meet the established but unnecessary criteria with the intention of leaving out other laboratories and again causing damage to small but technically competent companies. 
Seventh: - From our positioning, we believe that the economy cannot and must not be shaped using legislation and allowing only a specific profile of large companies survive. The market needs and must accommodate companies of all sizes. The legislator cannot grant privileges or exclusivity when the technical criteria guaranteeing competition are being met. 
Eighth: - A significant number of laboratories would no longer follow certificates, including labour cooperatives operating in the sector, because they do not find any financial contribution to enable their survival, because the legislator does not attribute any value to the certification process and all the procedures and protocols it entails. 
Ninth: - With these changes, and we reiterate that it is in the spirit of defence of our working cooperatives, a direct assault is being made not only on laboratories but on certification bodies, because part of their scope is being taken indirectly in favour of the accreditation body.
	The impact of Legionella on health and the past period of the implementation of the current legislation (2003) implies the need for guarantees on the technical competence of analytical units carrying out analyses and, in particular, on the isolation and culture of the determinant agent of a disease such as legionellosis.

	MICROAMBIENTAL, S.C.A. / General Council of Official Colleges of Biologists
Article 10 (Sampling and sampling points) and 11 (Laboratories and methods of analysis)
In the previous R.D. 865/2003 the laboratories performing these sample taking and analysis tasks had the option of being either; certified under UNE-EN-ISO 9001 or accredited in accordance with ISO/IEC 17025. The difference between the two is a question of costs and also of technical requirements. Accreditation costs can be up to 3 or 4 times more expensive than accreditation. And the technical criteria in accreditation are more demanding as is to be expected, but unnecessarily and disproportionately so. 
The protocol for analysis and collection of Legionella samples is established by UNE-EN ISO 11731:2017 Water quality. This standard describes the sampling and analysis protocol to be applied by any laboratory, whether accredited or certified. This standard was referenced as a compliance standard in the previous R.D. 865/2003. 
This change therefore generates a very significant grievance for laboratories that are certified. As it excludes them from the possibility of further sampling and analysis of legionella. They meet the same requirements as accredited laboratories regarding compliance with ISO 11731. I also enclose the index of the standard UNE-EN ISO 11731:2017 Water quality which contains the sections of technical requirements that guarantee performance and technical execution and demonstrate that it is not necessary to require accreditation since the requirements of this standard are sufficient to ensure that it is technically done well. 
These are the two articles that are the subject of disagreement. 
Article 10. Sampling and sampling points. 
1. The sampling programme, the taking of samples and the transport of samples not belonging to the Administration shall be carried out in accordance with the provisions of Annexes VI and VII.
2. The laboratory or entity contracted by the operator of the facility to carry out the sampling must be accredited to take samples in accordance with Annex VII by the National Accreditation Body. 3. The control points shall be chosen in accordance with the annexes to this Royal Decree in the PPCL or according to the PSL, as the case may be, and the health authority may change or add other control points at each facility. 
Article 11. Laboratories and methods of analysis. 
1. Any public or private laboratory or entity making determinations for parameters or methods of analysis other than Legionella spp culture shall, at least, establish a quality assurance system and have it validated by an external quality control unit which shall periodically carry out an audit. 
2. Laboratories or entities carrying out the analyses described in Annex VIII, 
PART A shall be accredited under standard UNE-EN ISO/IEC 17025: “Conformity assessment. General requirements for the competence of testing and calibration laboratories.” Laboratories or entities carrying out the analyses described in Annex VIII PART B may use other methods of rapid detection of Legionella spp for the assessment of the facility. These methods shall have a national or international certificate of validity issued by a recognised national or international certification body. 
3. The characteristics of the results of the laboratory analysis methods shall be at least those set out in Annex VIII. 
PART C. In the absence of a method of analysis that meets the characteristics of the minimum established results, laboratories or entities shall use the best available techniques, having the methods of analysis used validated and documented in accordance with UNE-EN ISO/IEC 17025. 
ARGUMENTS AGAINST THE CHANGES DESCRIBED IN ARTICLES 10 AND 11 AND THE IMPACT ASSESSMENT ACCOMPANYING THE DRAFT LAW ARE AS FOLLOWS: 
1. WE HAVE A STANDARD, UNE EN ISO 11731:2017, to which all accredited and certified laboratories conform and which provides uniform technical criteria to ensure the veracity of the results of analyses and samplings performed. And it was recognised by R.D. 865/2003. These protocols, deriving from the various points of these standards are complied with equally by laboratories certified under ISO 9001 and those accredited under standard 17025. We believe it is unnecessary to restrict the competence to perform analyses and sampling exclusively to accredited laboratories as the aforementioned UNE EN ISO 11731:2017 ensures performance. 
2. We believe that reducing competences to accredited laboratories only and leaving out certified laboratories means invalidating the performance of a certification and its quality system. And generating a grievance on the part of certified laboratories that would no longer be able to carry out legionella sampling and analysis. Many of these laboratories would not be able to access accreditation due mainly to the costs of accreditation, investment and maintenance of accreditation and all of this needlessly because the technical value of these laboratories is not being recognised. To exclude certified laboratories is to remove a high percentage of their business and also to favour only large laboratories and thus damaging small ones. And it is not carried out according to technical criteria since both meet what is necessary for their performance in this area. 
3. This grievance may also recur in a cascade effect with other regulations such as R.D. 140/2003 Hygienic-health requirements for water for drinking. With the same effect of taking business away from certified companies whereas there are ISO standards complied with by both types of laboratories. 
4. This law is elitist, without giving an option to respect the criteria of diversity of the laboratory market, which accommodate small and large, free competition for contracts for private and public customers and thus respect a free market. The only intention we see deriving from these changes is to give business to large laboratories and remove it from small ones with the excuse of disproportionate technical and quality criteria when there are other mechanisms to meet the criteria, protocols and technical requirements. 
5. The law must ensure that performance in the area of Legionella is carried out with the minimum technical criteria necessary for its execution to ensure reliability of the measures, impartiality and independence. These criteria are guaranteed by the specific rules on sampling and testing of legionella through the standard UNE EN ISO 11731 and by the option for an external entity to assess conformity by means of certification or accreditation. 
6. Seeking to impose disproportionate technical requirements denotes a premeditated intention to change the market by giving privileges to a few who meet the established but unnecessary criteria with the intention of leaving out other laboratories and again causing damage to small but technically competent companies. 
7. We cannot shape the economy by using legislation and bringing about a situation in which only a specific profile of large companies survives. The market needs and must accommodate companies of all sizes. The legislator cannot grant privileges. It cannot be exclusive but must be inclusive. Where technical criteria to ensure competition are met. 
8. There will be many laboratories that would stop following certificates by finding no value in it because the legislator does not attribute any value to the certification process and all the procedures and protocols it entails. 
9. With these changes, a direct assault is being perpetrated not only on laboratories but on certifying companies, because part of their scope is being indirectly removed in favour of the accrediting entity. 
There are also circumstances where accredited laboratories in crisis situations lose strategic customers, causing a substantial reduction in the volume of samples to be analysed. This loss of sample volume makes maintaining the scope of an accreditation unsustainable. They therefore decide to maintain certification, which is more sustainable and cost-effective and is more in line with the volume of samples they can maintain. If this law progresses, it would undermine the resilience of laboratories that have to make decisions on these changes between accreditation and certification according to market circumstances. It would put them in the position of having to decide between accreditation or nothing, since it does not accommodate the mid-point that is certification. We believe it is necessary to give the laboratories options so that they can decide between the two options of accreditation or certification according to their scope and size. This would generate diversity and allow existing laboratories on the national map to be located in both urban and rural areas. 
11. In addition, we consider that the impact analysis is superficial, vague and does not go in any depth into the scope that the publication of this law implies. It does not describe the economic impact, its consequences for the market or its geographical effects. 
• ECONOMIC AND BUDGETARY IMPACT: The report alleges that it has no negative effects. Whereas in fact it does have negative effects on the ISO 9001 certified laboratory sector and on certification companies. They lose a market share and in the specific case of laboratories it would raise their costs if they could be accredited. Not all small laboratories could bear the costs of accreditation. The economic impact would be further aggravated in the case of regional or local laboratories covering manufacturing districts or rural areas. In these cases, due to the volume of samples they take, it would not be possible to assume accreditation and would likely reduce their market share even further in a rural area. This causes large laboratories to centralise the collection of samples in urban areas. This would mean a loss of business activities in many rural areas that are more sensitive to competitiveness, the type of accessible customers and the employment generated. 
• This law mainly favours ENAC, to the detriment of CERTIFICATION BODIES. 
• In relation to competition; it favours large accredited laboratories [at the expense of] small laboratories whose niche is heavily affected, and will result in a loss of economic activities. It is impossible for small laboratories whose sample volume is limited to bear costs that increase three or fourfold times in a market in which test prices command very narrow margins. This would undermine competitiveness in market prices, since there is no guarantee of acquiring greater volumes of samples. And where public administrations themselves mostly set recklessly low prices. Therefore, the effect of reducing the number of laboratories within the national map would be to distribute the market among the very few laboratories that met the accreditation requirements and could afford accreditation. This would consolidate an oligopoly which would not favour consumers, businesses or public administrations. This law limits the ability to compete and places restrictions on certified laboratories. It is exclusive and leaves many laboratories out. It does not respect the diversity of the market. This exclusion is unnecessary when there are other inclusive mechanisms to ensure the technical reliability of testing and sampling. 
12. There are two regulatory precedents that demonstrate that companies can be allowed the option of being certified or accredited to carry out a technical task: 
• The first precedent is RD 513/2017, an industrial safety RD which obliges all companies that carry out installation and maintenance of firefighting equipment to be ISO 9001 certified and also comply with the UNE standards in Annex I to this RD, making them mandatory. With this authorisation, many small companies can issue their inspection and maintenance reports with full transparency and control by an independent third party. 
• The second precedent: RD 163/2019. The legislation requires all plants manufacturing fresh concrete to be inspected by a control body. In addition, it requires laboratories to be ISO 9001-certified, not accredited. 
Requests: consideration be given to the arguments presented, enabling certification bodies and laboratories which are currently approved and certified to continue their activity, considering that the changes introduced in the aforementioned draft do not contribute better quality to the process, in order to avoid the disappearance of business fabric and jobs.
	

	BIO9000, S.L.U.
Accreditation under UNE EN ISO/IEC 17025 either for sampling or for testing of Legionella cannot be mandatory for all laboratories. A huge number of small and medium-sized laboratories will not be able to afford the associated costs.
Furthermore, there are a very large number of companies involved in facilities maintenance of which nothing was required for sampling and which will now have to rush to get accredited, and indeed we doubt whether ENAC will be able to cope with the flood of applications. 
In relation to the accreditation of sampling, as well as requiring it to be carried out by means of accreditation, it is necessary:
- to open the door to sampling using described procedures that comply with the new Royal Decree and UNE 100030, with the implementation of a quality system (e.g. ISO 9001, etc.)
- for there to be specific training for the taking of microbiological samples. The contents should be included in the courses for “Installations that may favour the proliferation of Legionella”.
	

	2. Laboratories or entities carrying out the analyses described in Annex VIII, PART A shall be accredited under standard UNE-EN ISO/IEC 17025: “Conformity assessment. General requirements for the competence of testing and calibration laboratories.” Laboratories or entities carrying out the analyses described in Annex VIII PART B may use other methods of rapid detection of Legionella spp for the assessment of the facility. These methods must have a national or international certificate of validity issued by a recognised national or international certification body.

	Ministry of Industry, Trade and Tourism
Add in the first sentence of Article 11(2) “by the Accreditation Body (ENAC)” after “Laboratories or entities performing the analyses described in Annex VIII, PART A shall be accredited”.
	Amended by reference to the EU regulation and a national accreditation body of those notified therein: 1. Laboratories carrying out the analyses described in Annex VII. Part A shall be accredited for such analyses in accordance with UNE-EN ISO/IEC 17025: “Conformity assessment. General requirements for the competence of testing and calibration laboratories" by a National Accreditation Body in accordance with Regulation (EC) No 765/2008 of the European Parliament and of the Council of 9 July 2008 setting out the requirements for accreditation and market surveillance relating to the marketing of products.

	Autonomous Region of Catalonia
We propose the following wording for the first sentence: “Laboratories carrying out the analyses described in Annex VIII, PART A. shall be accredited by UNE-EN ISO/IEC 17025 for such analyses”.
	

	Autonomous Region of Asturias
Article 11.2 states that "Laboratories or entities carrying out the analyses 1 described in Annex VIII, PART A shall be accredited by under standard UNE-EN ISO/IEC 17025: “Conformity assessment. General requirements for the competence of testing and calibration laboratories” It is proposed to amend the wording of Article 11(2) to this effect: “Laboratories or entities carrying out the analyses described in Annex VIII, PART A shall have the reference method for Legionella spp accredited in accordance with standard UNE-EN ISO//EC 17025: “Conformity assessment. General requirements for the competence of testing and calibration laboratories. 
	

	AUTONOMOUS REGION OF CATALONIA
In the second sentence “other” should deleted since no rapid detection methods have previously been mentioned.
	Amended as follows: “2. Laboratories carrying out determinations for other parameters or methods of analysis other than Legionella spp. must at least put in place a quality assurance system and have it validated by an external quality control unit which shall regularly carry out an audit accredited by the competent body.”

	Autonomous Region of La Rioja
Next is the sentence that it was agreed to delete in the previous paper (5/11/2019), I quote: Delete the phrase of point 2. “issued by a recognised national or international certification body”. 
	

	AELI (Spanish Association of Independent Laboratories)/EUROLAB-España (Spanish Association of Test, Calibration and Analysis Laboratories)
“(b) methods accredited under ISO/IEC 17025”
Justification: For the methods described in Annex VIII Part (b) national or international certification must be eliminated, and they must be accredited.
	

	AUTONOMOUS REGION OF CATALONIA
On the other hand, we understand that laboratories using alternative methods to culture must also be accredited, so we propose to change the sentence “These methods must have a national or international certificate of validity issued by a recognised national or international certification body” to the following sentence: “These alternative methods must be accredited under UNE-EN ISO/IEC 17025 and an international body must have certified their equivalence to UNE-EN ISO 11731”.
	Bearing in mind the level of implementation of the self-checks in all types of facilities subject to the Royal Decree and the current socio-economic situation of the sectors affected by it, we have decided not to establish the obligation of accreditation for all types of analysis provided for in the draft RD.

	Alejandro Agudo Garrido
With regard to the introduction of compulsory accreditation of laboratories 
To ensure the quality of our services, many companies in our sector have opted to rely on other standards such as ISO 9000:2015, as they allow us to extend a uniform quality system to all our activities, not just those of the laboratory. The certification process to which we are subject of course includes the Legionella test (as well as the rest of the tests) and sampling (assessed on-site).
Consequently, many of us (laboratories) have not considered the need to develop accreditation since there was no such obligation, nor was there any indication of a deadline for its introduction.
In other activities of our company (food industry laboratory) we are subject in some cases (specific customers) to such strict standards for food as IFS (International Featured Standards) Food 7 (October 2020) and is well-known that these certification bodies hold an opinion similar to that described in Royal Decree 865/2003:
“Analyses that are pertinent for food safety shall be performed preferably by laboratories with accredited programmes/methods (ISO/IEC 17025). If the analyses are performed internally or by a laboratory without the appropriate accredited programmes/methods, the results must be verified regularly by laboratories accredited for these programmes/methods (ISO/IEC 17025)”.
In other words it does not require analyses to be carried out by laboratories with accredited methods, it is sufficient for the analyses to be verified at certain intervals.
It must be borne in mind that accreditation of laboratories is not a fast or simple process. I am aware that it is a long process that has required substantial investment and programming for entities with greater economic capacity than that of our laboratory and the evolution of which I know well (Official Public Health Laboratories, Laboratories of State Colleges, Laboratories of Water Boards). In all of them specific personnel have been assigned for its development.
In short, there are many of us small laboratories; but with great competence; we have been in the sector for many years, serving globally the needs of our customers, constantly supervised by the Health Authorities and at a time like the present, with a 30% to 40% reduction in revenues due to the cessation or reduction of activity of our customers (hospitality sector, food sector which supplies them with raw material, recreational and sports sector, swimming pools, etc.) and immersed in a very difficult financial situation (start of the repayments of the loans received at a time when economic normality has nowhere near recovered) we cannot agree with the requirement for accreditation of laboratory, tests or sampling.
It is not just that we would lose a significant part of our business, but that the rest of our activities offered to the customer would be at a disadvantage due to the loss of the global aspect of the service, for which we have always stood out.
We are surprised and pained to see that, in the economic assessment, in the Executive Summary Sheet, the legislator indicates under economic and budgetary impact “It has no significant effects”, when my Company would be obliged to CLOSE almost immediately, with the loss of six jobs, which have barely been resisting the various crises to which we have been subjected.
As the last annotation to this point, I am sure that, if this draft were known to more companies similar to ours, you would have received numerous contributions of the same nature. I note that several Associations are against this application (ANECPLA, College of Biologists) and that only Companies or individuals are among the few who support it. Prominent among them is a laboratory that is already accredited and that happens to form part of the governing body of ENAC, the Accreditation Body, the direct beneficiary of the process.
NOTE 1: https://www.enac.es/web/english/who-we-are/about-enac/open-to-society-participation-
I therefore request that no such requirement be applied.
	RD 865/2003 of 4 July establishes: “The analyses shall be carried out in laboratories accredited for the isolation of Legionella in water or laboratories having a quality control system in place for this type of test.”
It is estimated that after the last period (17 years) progress is needed in the quality assurance of the results obtained in reference to Legionella spp since at least at present, the analytical units that carry out the determination of Legionella spp by means of culture already have a well-established quality system in place.
See second transitional provision (deadline for implementation: 2 years
Comment: bearing in mind the current socio-economic conditions, it is considered appropriate to focus the health policy on the accreditation of laboratories for the determination of Legionella by means of culture and to establish that the sampling for the analysis of Legionella by means of culture be done by the same laboratory that will analyse it, to ensure its traceability and the integrity of the chain of custody. Since it has been demonstrated by the administration, companies in the sector, associations and the accumulated experience that sampling is a critical point in the control of Legionellosis

	FEDERATION OF MUNICIPALITIES OF CATALONIA
With regard to the “accreditation of Legionella analysis laboratories”, we stress the fact that this requirement is difficult for small laboratories, with a small number of samples. If the current wording of the proposal is maintained, small laboratories will not be able to carry out such analyses, and this will favour large laboratories.
We insist therefore on the possibility of accreditation being a necessary requirement above a given number of samples and with below that number a certificate of compliance with ISO 9001 being required together with demonstration of the quality of the analytical results with the validation of the technique applied.
On the other hand, if the accreditation requirement is maintained, it would be appropriate for non-accredited laboratories to be given time to obtain accreditation if they wish to continue providing the service.
	

	CEAJE (Spanish Confederation of Young Entrepreneurs)
I.- In the opinion of our entity, and as indicated by various associated companies working in clinical laboratories sector, the new regulation implies an exacerbation of the conditions to which these facilities are subject for the performance of their work. In particular, the new rules on accreditations incorporated in Articles. 10 and 11 of the draft Royal Decree are unnecessary, given that the standard UNE EN ISO 11731:2017, which is the one used with Royal Decree 865/2003, for both accreditation and certification, has not generated any health problems.
II.- Linking performance to this new standard UNE-EN ISO/IEC 17025 is causing a distortion in the business sector to the detriment of smaller laboratories and those in the early stages of their development. Unnecessary extra costs are added by requiring the implementation of a new standard and accreditation rather than certification.
It is an entry barrier which requires analysis by the National Commission of Markets and Competition (CNMC), to which this draft Royal Decree must be forwarded for its report.
III.- Therefore, since it is unnecessary for health safety to require laboratories to comply with this new standard under the accreditation formula, we propose that the wording of Articles 10 and 11 of the draft to maintain the accreditation or certification regime currently in force.
	

	ORENDA LABORATORIO S.L
Article 11. Laboratories and methods of analysis. Against ISO 1025/2017 accreditation. 
A. Given that there are quite a few public health laboratories that are not accredited under 17025, we find it meaningless to require private laboratories to have such accreditation (Cáceres, no accredited trials, Andalusia, Asturias, Balearic Islands, Canary Islands, Cantabria, Extremadura, Ceuta, Galicia no laboratory with accreditation for legionella spp, data taken from RELSA) 
B. Accreditation under ISO 17025/2017 entails direct costs of more than €8,000, an amount that cannot be borne by the vast majority of small laboratories. To this must be added indirect costs, internal audits, training, inter-laboratory, staff, etc. Something totally disproportionate that very few can assume and maintain.
C. In any case, ISO 17025 is voluntary, and should it be mandatory, it would lose this meaning. 
D. It seems rather inconsistent that the public administration should impose, as a condition for access a market niche, an accreditation by a private entity, which is accessed by payment. In addition to being a clear example of discrimination against small businesses. Most of the laboratories that are now in possession of accreditations began as small laboratories that have been growing; if this restriction had been imposed on them from the outset, very few would have reached where they are today.
E. We understand the need to demonstrate technical competence for the test in question, and there are ways of doing this that do not entail the costs of accreditation: 
i. We would agree on the obligation to validate the method. Validation can be carried out by the laboratory itself without incurring extra costs. 
ii. We would be prepared to submit ourselves to checks by the health authority, which makes quite a lot of sense, taking into account what is stated in Article 9(1A) of this draft, that it is the responsibility of the Health Authority (and not ENAC), to monitor correct compliance with the RD. 
iii. Another option would be to adopt measures similar to those set out in Royal Decree 902/2018, which lays down requirements for laboratories on the basis of the number of samples they handle (with fewer than 5,000 samples, it is sufficient to validate the method). In this way, there would be no discrimination for being a small business and we could all continue to work. 
iv. It would be sufficient to draw up technical guides with the detailed procedure, such as those available for Listeria, prepared by the Ministry of Health and free of charge. 
	

	Francisco Ramón Fortea Pérez
- Has the economic impact of the requirement for all laboratories performing these analyses following a described ISO methodology to be accredited by ENAC really been studied? Because it is not addressed, as it is in Article 16 of Royal Decree 140/2003. Point 2 [...] Laboratories which do not exceed five thousand samples per year and which do not have all methods accredited under UNE-EN ISO/IEC 17025, shall ensure that the methods of analysis used for the control and demonstration of compliance with this standard are validated and documented in accordance with UNE-EN ISO/IEC-17025 or other internationally accepted equivalent standards and that laboratories or parties contracted by laboratories apply quality management practices in accordance with UNE-EN ISO/IEC-17025 or other internationally accepted equivalent standards [...]
- What economic interest is it for smaller laboratories not to be able to carry out these analyses if they cannot carry out ISO 17025 accreditation? If all food companies must have a system of self-monitoring of quality, called HACCP on a mandatory basis and revised or certified free of charge by public health inspectors, why can laboratories not have a similar arrangement?
- If it takes ENAC 3 to 5 months to perform an audit when asked to do so, has consideration been given to whether ENAC would be able to meet this demand for new accreditations, both for sampling and for the analysis of samples?
- And above all, if the introduction of a quality standard is mandatory, not because it stands out over the market, why is it not made free or 100% subsidised?
	

	BIO9000, S.L.U.
With reference to the accreditation of laboratories for testing Legionella spp:
- The most appropriate way should surely be to follow the example described in Royal Decree 742/2013, which states:
 “Article 9. Laboratories and methods of analysis.
1. Laboratories where swimming pool water samples are analysed must have a quality assurance system in place.
2. Laboratories where analytical determinations are carried out in swimming pool water samples, and that do not have the analytical methods accredited by UNE EN ISO/IEC 17025, shall have at least the validated procedures of each method of analysis used, for quantification of each of the parameters in the appropriate working range to verify compliance with the parametric values in Annex I, with determination of their uncertainty and limits of detection and quantification. "
- Small/medium laboratories must be taken into account and accreditation made conditional on the number of samples per year (for example RD 140/2003 establishes 5,000 samples per year as the threshold for mandatory accreditation).
- Require laboratories to participate in accredited inter-comparison exercises in order to demonstrate technical capacity.
	

	GENERAL COUNCIL OF OFFICIAL COLLEGES OF BIOLOGISTS
 Draft Royal Decree establishing hygiene-health criteria for the prevention and control of legionellosis. Previously the existing legislation is that of R.D. 865/2003. The main reasons for this new legislation are: 
- Update the facilities subject to the prevention and control of legionellosis to align with UNE EN 100.030:2017. 
- And also some changes to the technical requirements of laboratories for sampling and analysis of legionella. 
In the previous R.D. 865/2003 the laboratories performing these sample taking and analysis tasks had the option of being either; certified under UNE-EN-ISO 9001 or accredited in accordance with ISO/IEC 17025. The difference between the two is a question of costs and also of technical requirements. Accreditation costs can be up to 3 or 4 times more expensive than accreditation. And the technical criteria in accreditation are more demanding as is to be expected. 
The protocol for analysis and collection of Legionella samples is established by UNE-EN ISO 11731:2017 Water quality. This standard describes the sampling and analysis protocol to be applied by any laboratory, whether accredited or certified. This standard was referenced as a compliance standard in the previous R.D. 865/2003. 
This change therefore generates a very significant grievance for laboratories that are certified. As it excludes them from the possibility of further sampling and analysis of legionella. They meet the same requirements as accredited laboratories regarding compliance with ISO 11731. I also enclose the index of the standard UNE-EN ISO 11731:2017 Water quality which contains the sections of technical requirements that guarantee performance and technical execution and demonstrate that it is not necessary to require accreditation since the requirements of this standard are sufficient to ensure that it is technically done well. 
This change therefore generates a very significant grievance for laboratories that are certified. As it excludes them from the possibility of further sampling and analysis of legionella. They meet the same requirements as accredited laboratories regarding compliance with ISO 11731.
ARGUMENTS AGAINST THE CHANGES DESCRIBED IN ARTICLES 10 AND 11 OF THE DRAFT LAW ARE AS FOLLOWS: 
1. WE HAVE A STANDARD, UNE EN ISO 11731:2017, to which all accredited and certified laboratories conform and which provides uniform technical criteria to ensure the veracity of the results of analyses and samplings performed. And it was recognised by R.D. 865/2003. These protocols, deriving from the various points of these standards are complied with equally by laboratories certified under ISO 9001 and those accredited under standard 17025. We believe it is unnecessary to restrict the competence to perform analyses and sampling exclusively to accredited laboratories as the aforementioned UNE EN ISO 11731:2017 ensures performance. 
2. We believe that reducing competences to accredited laboratories alone and leaving out certified laboratories means invalidating the performance of a certification and its quality system. And generating a grievance on the part of certified laboratories that would no longer be able to carry out legionella sampling and analysis. Many of these laboratories would not be able to access accreditation due mainly to the costs of accreditation, investment and maintenance of accreditation and all of this needlessly because the technical value of these laboratories is not being recognised. To exclude certified laboratories is to remove a high percentage of their business and also to favour only large laboratories and thus damaging small ones. And it is not carried out according to technical criteria since both meet what is necessary for their performance in this area. 
3. This grievance may also recur in a cascade effect with other regulations such as R.D. 140/2003 Hygienic-health requirements for water for drinking. With the same effect of taking business away from certified companies whereas there are ISO standards complied with by both types of laboratories. 
4. This law is elitist, without giving an option to respect the criteria of diversity of the laboratory market, which accommodate small and large, free competition for contracts for private and public customers and thus respect a free market. The only intention we see deriving from these changes is to give business to large laboratories and remove it from small ones with the excuse of disproportionate technical and quality criteria when there are other mechanisms to meet the criteria, protocols and technical requirements. 
5. The law must ensure that performance in the area of Legionella is carried out with the minimum technical criteria necessary for its execution to ensure reliability of the measures, impartiality and independence. These criteria are guaranteed by the specific rules on sampling and testing of legionella through the standard UNE EN ISO 11731 and by the option for an external entity to assess conformity by means of certification or accreditation. 
6. Seeking to impose disproportionate technical requirements denotes a premeditated intention to change the market by giving privileges to a few who meet the established but unnecessary criteria with the intention of leaving out other laboratories and again causing damage to small but technically competent companies. 
7. We cannot shape the economy by using legislation and bringing about a situation in which only a specific profile of large companies survives. The market needs and must accommodate companies of all sizes. The legislator cannot grant privileges. It cannot be exclusive, but must be inclusive. Where technical criteria to ensure competition are met. 
8. There will be many laboratories that would stop following certificates by finding no value in it because the legislator does not attribute any value to the certification process and all the procedures and protocols it entails. 
9. With these changes, a direct assault is being perpetrated not only on laboratories but on certifying companies, because part of their scope is being indirectly removed in favour of the accrediting entity. 
10. In addition, we consider that the impact analysis is superficial, vague and does not go in any depth into the scope that the publication of this law implies. It does not describe the economic impact, its consequences for the market or its geographical effects. 
• ECONOMIC AND BUDGETARY IMPACT: The report alleges that it has no negative effects. When in reality it has negative effects on the sector of laboratories certified according to ISO 9001 and certification bodies. They lose a market share and in the specific case of laboratories it would raise their costs if they could be accredited. Not all small laboratories could bear the costs of accreditation. The economic condition would be further aggravated in the case of regional or local laboratories covering districts or rural areas. In these cases, due to the volume of samples to be carried out, it would not be possible to assume accreditation and would likely reduce their market share even further in a rural area. This causes large laboratories to centralise the collection of samples in urban areas. This would mean a loss of business activities in many rural areas that are more sensitive to competitiveness, the type of accessible customers and the employment generated. 
• This law mainly favours ENAC, to the detriment of CERTIFICATION BODIES. 
• In relation to competition; it favours large accredited laboratories [at the expense of] small laboratories whose niche is heavily affected, and will result in a loss of economic activities. It is impossible for small laboratories whose sample volume is limited to bear costs that increase three or fourfold times in a market in which test prices command very narrow margins. This would undermine competitiveness in market prices, since there is no guarantee of acquiring greater volumes of samples. And where public administrations themselves mostly set recklessly low prices. Therefore, the effect of reducing the number of laboratories within the national map would be to distribute the market among the very few laboratories that met the accreditation requirements and could afford accreditation. This would consolidate an oligopoly which would not favour consumers, businesses or public administrations. This law limits the ability to compete and places restrictions on certified laboratories. It is exclusive and leaves many laboratories out. It does not respect the diversity of the market. This exclusion is unnecessary when there are other inclusive mechanisms to ensure the technical reliability of testing and sampling. 
11. There are two regulatory precedents that demonstrate that companies can be allowed the option of being certified or accredited to carry out a technical task: 
- The first precedent is RD 513/2017, an industrial safety RD that obliges all companies that carry out installation and maintenance of firefighting equipment to be ISO 9001-certified and also to comply with the UNE standards in Annex I to this RD, making them mandatory. With this authorisation, many small companies can issue their inspection and maintenance reports with full transparency and control by an independent third party. 
- The second precedent: RD 163/2019. The legislation requires all plants manufacturing fresh concrete to be inspected by a control body. In addition, it requires laboratories to be ISO 9001-certified, not accredited. 
These are the two articles that are the subject of disagreement. 
Article 10. Sampling and sampling points. 
1. The sampling programme, the taking of samples and the transport of samples not belonging to the Administration shall be carried out in accordance with the provisions of Annexes VI and VII. 
2. The laboratory or entity contracted by the operator of the facility to carry out the sampling must be accredited to take samples in accordance with Annex VII by the National Accreditation Body. 3. The control points shall be chosen in accordance with the annexes to this Royal Decree in the PPCL or according to the PSL, as the case may be, and the health authority may change or add other control points at each facility. 
Article 11. Laboratories and methods of analysis. 
1. Any public or private laboratory or entity making determinations for parameters or methods of analysis other than Legionella spp culture shall, at least, establish a quality assurance system and have it validated by an external quality control unit which shall periodically carry out an audit. 
2. Laboratories or entities carrying out the analyses described in Annex VIII, 
PART A shall be accredited under standard UNE-EN ISO/IEC 17025: “Conformity assessment. General requirements for the competence of testing and calibration laboratories.” Laboratories or entities carrying out the analyses described in Annex VIII PART B may use other methods of rapid detection of Legionella spp for the assessment of the facility. These methods shall have a national or international certificate of validity issued by a recognised national or international certification body. 
3. The characteristics of the results of the laboratory analysis methods shall be at least those set out in Annex VIII. PART C. In the absence of a method of analysis that meets the characteristics of the minimum established results, laboratories or entities shall use the best available techniques, having the methods of analysis used validated and documented in accordance with UNE-EN ISO/IEC 17025. 
Based on the literal text of the rules, I think they are wrong. 
It refers in the column ‘Opinion’ to the requirement for accreditation of laboratories for the analysis of Legionella in the Royal Decree currently in force, Royal Decree 865/2003: Culture of Legionella, whereby given the characteristics of the bacterium it is considered necessary for the culture to be carried out in units with technical competence and thus accredited. In the case of alternative methods to culture, the proposal states that the laboratory must at least put in place a quality assurance system and have it validated by an external quality control unit and be subject to regular audits. Mandatory accreditation has been considered exclusively for analytical units carrying out isolation and culture of Legionella. 
This indication is not correct in my opinion, and is expressed in Royal Decree 865/2003 itself, which establishes accreditation or a quality control system for this type of test. (the conjunction “or” establishes an alternative).
	

	MICROAMBIENTAL, S.C.A. 
Article 11. Laboratories and methods of analysis. 
1. Any public or private laboratory or entity making determinations for parameters or methods of analysis other than Legionella spp culture shall, at least, establish a quality assurance system and have it validated by an external quality control unit which shall periodically carry out an audit. 
2. Laboratories or entities carrying out the analyses described in Annex VIII, 
PART A shall be accredited under standard UNE-EN ISO/IEC 17025: “Conformity assessment. General requirements for the competence of testing and calibration laboratories.” Laboratories or entities carrying out the analyses described in Annex VIII PART B may use other methods of rapid detection of Legionella spp for the assessment of the facility. These methods shall have a national or international certificate of validity issued by a recognised national or international certification body. 
3. The characteristics of the results of the laboratory analysis methods shall be at least those set out in Annex VIII. 
PART C. In the absence of a method of analysis that meets the characteristics of the minimum established results, laboratories or entities shall use the best available techniques, having the methods of analysis used validated and documented in accordance with UNE-EN ISO/IEC 17025. 
ARGUMENTS AGAINST THE CHANGES DESCRIBED IN ARTICLES 10 AND 11 AND THE IMPACT ASSESSMENT ACCOMPANYING THE DRAFT LAW ARE AS FOLLOWS: 
1. WE HAVE A STANDARD, UNE EN ISO 11731:2017, to which all accredited and certified laboratories conform and which provides uniform technical criteria to ensure the veracity of the results of analyses and samplings performed. And it was recognised by R.D. 865/2003. These protocols, deriving from the various points of these standards are complied with equally by laboratories certified under ISO 9001 and those accredited under standard 17025. We believe it is unnecessary to restrict the competence to perform analyses and sampling exclusively to accredited laboratories as the aforementioned UNE EN ISO 11731:2017 ensures performance. 
2. We believe that reducing competences to accredited laboratories only and leaving out certified laboratories means invalidating the performance of a certification and its quality system. And generating a grievance on the part of certified laboratories that would no longer be able to carry out legionella sampling and analysis. Many of these laboratories would not be able to access accreditation due mainly to the costs of accreditation, investment and maintenance of accreditation and all of this needlessly because these laboratories technical value is not being recognised. To exclude certified laboratories is to remove a high percentage of their business and also to favour only large laboratories and thus damaging small ones. And it is not carried out according to technical criteria since both meet what is necessary for their performance in this area. 
3. This grievance may also recur in a cascade effect with other regulations such as R.D. 140/2003 Hygienic-health requirements for water for drinking. With the same effect of taking business away from certified companies whereas there are ISO standards complied with by both types of laboratories. 
4. This law is elitist, without giving an option to respect the criteria of diversity of the laboratory market, which accommodate small and large, free competition for contracts for private and public customers and thus respect a free market. The only intention we see deriving from these changes is to give business to large laboratories and remove it from small ones with the excuse of disproportionate technical and quality criteria when there are other mechanisms to meet the criteria, protocols and technical requirements. 
5. The law must ensure that performance in the area of Legionella is carried out with the minimum technical criteria necessary for its execution to ensure reliability of the measures, impartiality and independence. These criteria are guaranteed by the specific rules on sampling and testing of legionella through the standard UNE EN ISO 11731 and by the option for an external entity to assess conformity by means of certification or accreditation. 
6. Seeking to impose disproportionate technical requirements denotes a premeditated intention to change the market by giving privileges to a few who meet the established but unnecessary criteria with the intention of leaving out other laboratories and again causing damage to small but technically competent companies. 
7. We cannot shape the economy by using legislation and bringing about a situation in which only a specific profile of large companies survives. The market needs and must accommodate companies of all sizes. The legislator cannot grant privileges. It cannot be exclusive but must be inclusive. Where technical criteria to ensure competition are met. 
8. There will be many laboratories that would stop following certificates by finding no value in it because the legislator does not attribute any value to the certification process and all the procedures and protocols it entails. 
9. With these changes, a direct assault is being perpetrated not only on laboratories but on certifying companies, because part of their scope is being indirectly removed in favour of the accrediting entity. 
There are also circumstances where accredited laboratories in crisis situations lose strategic customers, causing a substantial reduction in the volume of samples to be analysed. This loss of sample volume makes maintaining the scope of an accreditation unsustainable. They therefore decide to maintain certification, which is more sustainable and cost-effective and is more in line with the volume of samples they can maintain. If this law progresses, it would undermine the resilience of laboratories that have to make decisions on these changes between accreditation and certification according to market circumstances. It would put them in the position of having to decide between accreditation or nothing, since it does not accommodate the mid-point that is certification. We believe it is necessary to give the laboratories options so that they can decide between the two options of accreditation or certification according to their scope and size. This would generate diversity and allow existing laboratories on the national map to be located in both urban and rural areas. 
11. In addition, we consider that the impact analysis is superficial, vague and does not go in any depth into the scope that the publication of this law implies. It does not describe the economic impact, its consequences for the market or its geographical effects. 
	

	ACONSA
Inclusion of the PCR technique as a recognised microbiological test for Legionella control in risk facilities.
(Justification: The update of RD865/2003 should reflect, as indicated in its foreword, the new technological updates and improvements available in all its fields of application. UNE 100030 (2017), which has also been updated and the contributions of which have been well compiled in this amendment to the RD, includes the PCR technique as a recognised microbiological test, provided that it presents a protocol validated by a national or international certification body. We do not understand, therefore, that it is updated in RD in all its articles, and yet the analytical techniques are relegated to the means of culture, without recognising the technical advances that the PCR brings in the management of the risk of Legionella.)
	It was not considered appropriate to establish a positive list of alternative methods to culture for the analysis of Legionella, since it could limit the use of methods that will not be included in it in the medium and long term. 

	MICROBIAL
“.. spp for the assessment of the facility. These methods shall have a national or international certificate of validity issued by a recognised national or international certification body”: REQUEST FOR CLARIFICATION: There should be no doubt in the wording as to the appropriateness of a PCR method such as ISO/TS 12869, which is also directly included in the EU Drinking Water Directive. DIRECTIVE (EU) 2020/2184 OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL of 16 December 2020 on the quality of water intended for human consumption, in Annex III, provides for the use of methods such as ISO/TS 12869, rapid culture methods, non-culture-based methods and molecular-based methods, in particular qPCR for risk-based verification monitoring and to complement culture methods."
	

	IDEXX LABORATORIOS
2. Laboratories or entities carrying out the analyses described in Annex VIII PART B may use other methods of rapid detection of Legionella spp or legionella pneumophila for the assessment of the facility.
 (Opinion in Annex 1. INPUT RECEIVED IN THE PRIOR PUBLIC CONSULTATION. “There is currently debate on this aspect (unclosed) at community and international level. Although Legionella pneumophila is the most frequent and most dangerous of the more than 58 species of Legionella bacteria, the rest of the species and their effect on public health must not be ignored. The proposal therefore maintains the reference to the genus Legionella without prejudice to the epidemiological research carried out within the scope of the National Epidemiological Surveillance Network on isolation and identification of species and, possibly, strains.”
Bearing in mind that the Royal Decree itself announces that Legionella pneumophila is certainly the most dangerous but the rest of the species and their effect on public health must not be ignored, for the same reason we must not rule out the appropriateness of testing for legionella pneumophila by limiting ourselves to spp.
The Spanish legislator does not wish to close the debate, so it needs to take into account the importance of Legionella pneumophila as recognised. This would allow for more statistics to help make decisions in the future).
Comment: The current status, in line with the state of science, of the international debate on the subject and consistent with national and EU legislation (Drinking Water Directive) is maintained.

	3. The characteristics of the results of the laboratory analysis methods shall be at least those set out in Annex VIII. PART C. In the absence of a method of analysis that meets the characteristics of the minimum established results, laboratories or entities shall use the best available techniques, having the methods of analysis used validated and documented in accordance with UNE-EN ISO/IEC 17025.

	It is stated that the characteristics of the results of the laboratory analysis methods shall be at least those set out in Annex VIII. PART C. But this annex does not indicate the minimum requirements for Legionella analysis as regards detection limits, whether the analysis must include Legionella spp count, Legionella pneumophila count, serogroup, etc. We therefore propose that these aspects be included.
	The conditions corresponding to the determination of Legionella spp must be in accordance with ISO 11731s

	SESA (Spanish Society for Environmental Health) / AQUA AMBIENT
3. The characteristics of the results of the laboratory analysis methods shall be at least those set out in Annex VIII. PART C. In the absence of a method of analysis that meets the characteristics of the minimum established results, laboratories or entities shall use the best available techniques, having the methods of analysis used validated and documented in accordance with UNE-EN ISO/IEC 17025. Justification: The end of paragraph does not make sense after consultation with ENAC.
Comment: In line with the provisions of Royal Decree 140/2003 (Article 16(3)), the text is amended as follows: ‘In the absence of an analytical method meeting the minimum performance criteria set out in Part B of Annex IV, laboratories shall use best available techniques not entailing excessive costs, and shall ensure that the analysis methods used are validated and documented in accordance with UNE-EN ISO/IEC-17025 or other equivalent standards accepted at international level.’

	Article 13. Minimum sampling frequency (Corresponds to Article 12)

	1. The minimum sampling frequency shall be that set out in Annex VI, where the PPCL is chosen. In the case of opting for the PSL, the parameters to be determined and control frequencies of these parameters may be modified based on this PSL.

	Autonomous Region of Andalusia
In point 1, the provisions of point 3 are partly repeated.
It is noted that there is no option to modify the parameters to be determined and control frequencies of these parameters when the operator opts for PPCL. We understand that in these cases a mechanism could be established whereby operators of facilities with PPCL could request a reduction in frequency from the health authority based on the history of their PPCL. This would open up the possibility for certain small facilities, which will not normally have access to a PSL.
	Given the methodology used in the PPCL, it is not appropriate to reduce the parameters and their frequency of analysis, which should be based on the outcome of the risk assessment. In turn, it will facilitate the possibility of adopting the PSL as a control instrument against Legionella.

	Autonomous Region of Catalonia
In line with Articles 7 and 8, it proposes the following wording: 
“1. The minimum sampling frequency shall be as set out in Annex VI, unless the health authority determines, on the basis of technological or scientific advances or advances in analytical methodology, the possibility of reducing that frequency.
	It must be borne in mind that the sampling frequency conforms to the characteristics of each facility, the minimum for the PPCL being as set out in the relevant Annex. If scientific progress makes it unnecessary to investigate a particular parameter, this should be reflected in an update to the legislation.

	Laboplus (Group of Private Environmental Health and Food Safety Laboratories)
3. If a PSL is chosen, the parameters to be determined and control frequencies of these parameters may be modified based on this PSL, but may never be lower than those set out in Annex 6. (Justification: The establishment of the PSL in any facility carried out by the operator may have a limitation marked by the costs of the different actions, which obviously will always be downward.
Thus, and given that point 3 of the Article states that in the priority facilities or premises defined in Article 2.12, the operator must preferably base his plan on this PSL, in order to achieve greater water safety and better prevention of legionellosis, obviously the PSL can never determine fewer samples or parameters than those set out in Annex 6.)
	Due to the principles governing a PSL and the methodology used in its application, the sampling frequency is set in it without setting minimums, as they will be based on the outcome of the risk analysis and identified critical points as well as the type of preventive measures to be implemented and the verification of their effectiveness in keeping critical points under control.

	SAMNOR
We do not understand why there is a positive discrimination in favour of the implementation of the PSL. We do not understand why if the operator or the contracted maintenance company chooses to establish the PPCL, they are obliged to comply with Annex VI which sets out the minimum sampling frequency and minimum number of samples, whereas if the PSL is chosen, both the parameters to be analysed and the sampling frequencies can be modified. 
We believe that this gives rise to confusion in the application of the rule, because regardless of the prevention plan to be implemented (PPCL or PSL) there must be a mandatory and clear minimum frequency for all the facilities affected by this Royal Decree. It must be borne in mind that the preparation of one or the other plan must be carried out by highly qualified personnel with extensive knowledge of microbiology, design and operation of the facilities, water cycle, water chemistry, etc. to ensure the correct application of the plan, as well as the feasibility and safety in the facilities. 
	

	Spanish Society of Preventive Medicine, Public Health and Hygiene
In case of opting for the PSL, the parameters may be modified [...]", Replace with "may be increased", as it would not be appropriate to decrease them.
	

	Miguel Sabriá Leal
“3. If a PSL is chosen, the parameters to be determined and control frequencies of these parameters may be modified on the basis of this PSL, but may never be lower than those set out in Annex 6." (Justification: The establishment of the PSL in any facility carried out by the operator may have a limitation marked by the costs of the different actions, which obviously will always be downward. Thus, and since point 3 of the Article states that in the priority facilities or premises defined in Article 2.12, the operator must preferably base his plan on this PSL, in order to achieve greater water safety and better prevention of legionellosis, obviously the PSL can never determine fewer samples or parameters than those set out in Table 7 in Annex 6.)
	

	AMBIQA
Who decides the number of samples? The person who has validated the PSL? Or should it be the Health Authorities, or an external company? Specify who makes the decisions with respect to the number of samples in the PSL Plan.
Comment: Risk assessment, in general, for all types of facility entails the existence of a multidisciplinary team.

	Mª Teresa ARMENTEROS SANCHEZ
As regards the sampling methodology, it should also be aligned with the EU Drinking Water Directive and with recognised best practices and current or future methods.
Comment: Account has been taken, without prejudice to the actual scope, of Directive (EU) 2020/2184 of the European Parliament and of the Council of 16 December 2020 on the quality of water intended for human consumption.

	2. The sampling programme designed for each facility must indicate the number and location of the sampling points according to the objectives set.

	Autonomous Region of Catalonia
In line with Articles 7 and 8, it proposes the following wording: “2. The sampling programme designed for each facility must indicate the number and location of the sampling points according to the objectives set.”
Comment: Moved to the corresponding annex

	3. If a PSL is chosen, the parameters to be determined and control frequencies of these parameters may be modified based on this PSL.

	Autonomous Regions of Navarre / Castilla La Mancha / Balearic Islands / Asturias / MADRID / Dipsalut (Independent Public Health Body of Girona Provincial Council) and SESA (Spanish Society for Environmental Health)
Paragraph 3 is already referred to in the second sentence of paragraph 1, and one of the sentences should therefore be deleted: “If the PSL is chosen, the parameters to be determined and control frequencies of those parameters may be modified on the basis of this PSL”
Comment: That paragraph (repeated) is deleted

	4. The number of Legionella determinations must be increased if irregularities or deviations in temperature or level of biocide are detected or in the event of any incident occurring in the facility.

	Autonomous Region of Catalonia
In line with Articles 7 and 8, it proposes the following wording: The number of Legionella determinations must be increased if irregularities or deviations in temperature or level of biocide are detected or in the event of any incident occurring in the facility.
	Establishing this mandate and given the heterogeneity of situations that may occur, which will not always have an effect on the proliferation of Legionella. It is therefore considered that it should be analysed on a case-by-case basis, in order to maintain a balance in this regard, the following wording is proposed:
“If irregularities or deviations in temperature or disinfectant level are detected, or in the event of any incident occurring in the facility, the technical head of the Plan shall consider adopting the corresponding measures.”

	Region of Valencia
New wording: 4. The number of Legionella spp. determinations must be increased if irregularities or deviations in temperature or level of biocide are detected or in the event of any incident occurring in the facility.
	

	Autonomous Region of Castilla-La Mancha
We reiterate the appropriateness of paragraph 4 in the version of 17 October 2019, with a new wording: “For Legionella analysis, sampling must be carried out under normal operating conditions, which does not replace the obligation to carry it out 15 to 30 days after cleaning and disinfection as set out in Annex VI.
Also, sampling shall always be carried out for analysis, after a cleaning and disinfection treatment due to the presence of positive analyses, when cases or outbreaks are reported or when required by the health authority.”
	

	SESA (Spanish Society for Environmental Health) / AQUA AMBIENT
Replace with: 4.- If irregularities or deviations are detected in some parameters, the technical head of the facility shall assess the corrective actions to be carried out. Justification: These are actions that the technical head of the facility has to assess according to each situation and type of facility.
	

	CEHAT (Spanish Confederation of Hotels and Tourist Accommodations) / OTEA (Hotels and Tourism of Asturias) / HOSBEC (Hotel and Tourism Association of the Valencian Region) / LÉRIDA PROVINCIAL HOTEL & CATERING FEDERATION / ASHOTEL (Hotel & Restaurant Association of Tenerife, La Palma, Gomera and El Hierro)
Point 4 of this article is ambiguous because in complex installations such as a hotel drinking water systems or spas, there are likely to be occasional incidents with temperature or biocide levels, and this should not systematically imply an increase in the microbiological sampling of the facility. We understand that the corrective actions resulting from the incidents should be determined in each case by the technical head of the facility. 
	

	5. The health authority, in any case, whether PPCL or PSL has been chosen, may, if it deems appropriate, require an increase in the parameters to be analysed or the sampling frequency if necessary.

	Autonomous Region of Catalonia
In line with Articles 7 and 8, it proposes the following wording: The health authority may, if deemed appropriate, require an increase in the parameters to be analysed or the sampling frequency if necessary.”
	It is amended by deleting “in any case”, leaving “The health authority, whether PPCL or PSL has been chosen, may, if it deems appropriate, require an increase in the parameters to be analysed or the sampling frequency if necessary.

	CEHAT (Spanish Confederation of Hotels and Tourist Accommodations) / OTEA (Hotels and Tourism of Asturias) / HOSBEC (Hotel and Tourism Association of the Valencian Region) / LÉRIDA PROVINCIAL HOTEL & CATERING FEDERATION / ASHOTEL (Hotel & Restaurant Association of Tenerife, La Palma, Gomera and El Hierro)
With regard to point 5, we consider that, in line with the provisions of Royal Decree 742/2013 of 27 September laying down the technical-health criteria for swimming pools, provision should be made for the possibility of asking the competent authority to reduce the analytical sampling frequency when, after two years of self-checking, there are no incidents or abnormal results. The possibility of health authorities not only to increase sampling but also to be able to reduce them should therefore be covered in point 5.
	Having established the possibility of implementing the PSL and given the methodology used in the PPCL, it is not appropriate to reduce the parameters and their frequency of analysis for swimming pools. In turn, it will facilitate the possibility of adopting the PSL as a control instrument against Legionella.

	ORENDA LABORATORIO S.L
A. In the case of dental clinics, UNE 100030/2017 recommends that Legionella be analysed every 6 months, but since they are priority facilities, given the vulnerability and exposure of patients, we think that this periodicity should be reviewed. In addition, we would include monthly monitoring of water, understanding that the required quality should be similar to that of drinking water and we would include checks on aerobic organisms in these analyses, since as shown in numerous studies there is a relationship between high concentrations of aerobic organisms and the presence of Legionella. 
B. Special attention should be paid to dental units supplied not with mains water but from osmosis or distilled water, since with water not previously treated, in case of microbiological contamination, as we have verified with our own customers, the proliferation of these micro-organisms is massive, in the absence of competitors. 
	In the case of facilities in premises or health centres, the operator of the facility must base his control plan vis-à-vis Legionella preferably on a PSL based, as stated in Article 9 of the draft Royal Decree, on risk assessment and therefore adapted to the particularities and characteristics of each facility.

	Article 14. Control of water quality (Corresponds to Article 13)

	1. For samples taken to analyse Legionella spp, at least the following physico-chemical parameters shall be determined in situ: pH, temperature and residual free chlorine or any other biocide used in the facility and iron if necessary.

	Autonomous Region of Catalonia
Proposes to delete the mention of iron as a parameter to be determined in situ, since currently there are only in situ determination kits for drinking water, and these do not give correct values for example in TR. In addition, it is a parameter that is already included in the self-monitoring, and its value does not interfere with the analytics of Legionella spp.
	Amended accordingly: “1. When samples are taken for analysis of Legionella spp, at least the following physico-chemical parameters shall be determined in situ: pH (if the effect of the disinfectant depends on pH), temperature, conductivity and, where applicable, residual disinfectant.”

	Barcelona Public Health Agency
It proposes to eliminate the requirement to carry out in-situ iron measurements of water samples, as according to discussions with the treatment industry they have warned us that there is no iron determination kit for all types of water and in any case it can be analysed in the self-check.
	

	SESA (Spanish Society for Environmental Health)/AQUA AMBIENT
Delete “... iron if necessary.”  Justification: It does not make sense to perform total iron in situ, since what the kits for total iron actually analyse is “total dissolved iron”. Instead, to analyse total iron, it is necessary to acidulate and perform a digestion of the sample at high temperature to resolve the iron from the suspended solids, and this total iron is the one that is of interest since it is the one that is actually present in the water of the risk facility. Table 9 is right to indicate that on-site analyses can preferably be pH and conductivity.
	

	Ambientalys Consultoría y Análisis SL
1. In those samples taken to test for Legionella spp,......... and iron if necessary. It would be necessary to indicate that the iron to be measured is the total iron and not the dissolved iron, for which it is necessary to perform a prior digestion of the sample, which makes in situ measurement very difficult. We propose removing Iron as a measurement “in situ”.
	

	BIENDA
The iron parameter does not provide any value with respect to the presence and concentration of Legionella and is a parameter that is impossible to measure in situ (to perform the total iron analysis it is necessary to perform a digestion in the presence of nitric acid at 120°C for 2 hours); it is a parameter to be determined in the laboratory monthly. 
	

	AMBIQAI
Where is it specified where and when it is necessary? Who decides? Specify criteria.
	

	2. Laboratories or entities carrying out the sampling referred to in Article 10(2) shall have the specific neutraliser of the biocide used in the facility according to their approval resolution and this shall be recorded in the request for analysis and in the corresponding results report or test report.

	3. The facility shall have the neutraliser together with the biocide used for disinfection.

	SESA (Spanish Society for Environmental Health)
2. Laboratories or entities carrying out the sampling referred to in Article 10(2) shall have the specific neutraliser of the biocide used in the facility according to their approval resolution and this shall be recorded in the request for analysis and in the corresponding results report or test report. The neutraliser, in addition to being effective in the inactivation of the biocide, shall have no inhibitory effects on Legionella growth.  Justification: At present, some of the neutralisers listed in the authorisation resolution for some biocidal products have not been evaluated and could interfere with Legionella growth. In addition to being effective, neutraliser must not have bactericidal or bacteriostatic effects on micro-organisms and must be validated for each micro-organism (Mehrgan, H. et al, 2006). In our case, they should be previously validated for Legionella.
Examples are the solutions of sodium bisulphite proposed in a large number of disinfectants for Legionella treatment (20-100-02235, 15-100-03174, 17-100-05694, etc.). Sodium bisulphite (NaHSO3) is a food additive (E-223) included in the preservative group. For Cerra et al, 2013, “some biocides are difficult to inactivate. For example, sodium bisulphite can be used for aldehydes (formaldehyde and glutaraldehyde), but this substance may also inhibit the growth of bacteria and the germination of spores.”
For Hernández A, 2006, “Sodium bisulphite has been shown to inhibit microbial growth and the germination of spores.”
Unfortunately, there are no specific studies reviewing the efficacy or toxicity of neutralisers and Legionella spp., except for the work of Wiedenmann et al. in 2001, concerning the possibility of obtaining false negatives for Legionella in water samples collected without sodium thiosulphate.
In this situation, the wording of this paragraph of Article 13 should be corrected. Looking ahead, in the registration of a biocide for Legionella with the Ministry, a request should be made for an assessment, either by literature or by trial, of the effectiveness of the proposed neutraliser in inactivating the biocide and it’s not having significant adverse effects on Legionella growth.
	Paragraphs 2 and 3 are merged into one, with the following wording:
“2. The facility shall have the specific neutraliser together with the disinfectant used to disinfect at the disposal of both the person and entity taking the samples and the health authority in the case of official samples.”

	LABAQUA, S.A. 
The operator shall have neutraliser together with the biocide. When the sampling by the laboratory requires a neutraliser other than sodium thiosulphate. May it use the neutraliser that the facility operator has? 
	

	Pontevedra Territorial Health Department (Galician Regional Government)
Article 13.3 Perhaps something specific should be said so that the health authority can use the neutraliser they have stored in the facility. For example, something like “the neutraliser will be provided to the health authority if it decides to take samples in the facility”. It would facilitate the inspection’s sampling procedure, and it would make clearer the objective of this point, which as it stands is very generic, and it can be understood that it would be sufficient for the neutraliser to be available at the time of sampling by the laboratory or outside company, not in the establishment to be inspected (this is how it is usually understood at present, and this gives rise to problems if samples are to be taken during an inspection, and it is even impossible to neutralise them properly). This can also be reflected on page 48, part A, 1. where neutralisers are discussed again.
	

	Chapter V. Actions and treatments

	Autonomous Region of Catalonia
A new article should be added before Article 14 specifying that when Legionella is detected, action must be taken in accordance with Annex V.
Comment: This reference is included in Article 8(d).

	Article 15. Actions in the event of detection of notified cases of legionellosis (Corresponds to Article 14)

	SESA (Spanish Society for Environmental Health)
This article should also cover actions and treatments for Legionella in the event of positive samples. This chapter should include or at least refer to the corrective measures and actions to be taken in the case of positive environmental samples (Annex V), without there necessarily being associated cases or an outbreak. These are the most frequent actions in the surveillance and control of Legionellosis.
Comment: Annex V to the text of the RD (Corrective measures to mitigate risk) sets out the measures to be taken in the event of the detection of different thresholds of Legionella spp. Extending the scope of the measures provided in this chapter to cover cases where Legionella spp is detected without there being any associated cases would mean eliminating the capacity and responsibility of the facility to carry out the measures since the health administration’s has to agree, and depending on the value obtained these measures could be disproportionate to the case.

	3. These actions are described in Annex IX and may be:
a) Shock cleaning and disinfection with re-sampling at 15 days.
b) Structural reforms including the indication of deadlines for their implementation by the facility operator.
c) Total or partial stoppage of the facility.
D) Other, to be determined.

	Autonomous Region of Andalusia
It is proposed that for the obligatory samples after the shock cleaning and disinfection provided in paragraph 3(a) the same flexibility as set out in point 5 as regards timing be established, indicating for example “unless otherwise specified by the health authority”.
	The correct post-C&D period for re-sampling is: 15-30 days

	Autonomous Region of Catalonia
We propose the following wording: “Shock cleaning and disinfection with re-sampling at 15 days. If deemed necessary by the health authority, sampling may also be required 48 hours after such cleaning and disinfection.” 
We understand that it is appropriate to indicate this, since if cases are notified the health authority may find it necessary, in addition to sampling at 15-30 days, to sample the facility at 48 hours, as detailed in some of the literature, in order to verify that cleaning and disinfection have been effective.
	

	SESA (Spanish Society for Environmental Health) / AQUA AMBIENT
a) Shock or outbreak cleaning and disinfection with re-sampling at 15-30 days.    Justification: Add the interval that is also in all the sample descriptions of sample taking in the document
	

	LABAQUA, S.A. 
Sampling is indicated 15 days after cleaning and disinfection. On the other hand, other paragraphs of the document refer to an interval of 15-30 days after cleaning and disinfection: Which one is right? 
	

	5. If structural reforms have been carried out, a cleaning and disinfection treatment and a new sampling, to be carried out between 15 and 30 days after the treatment, will be carried out to check the effectiveness of the measures applied.

	Autonomous Region of Catalonia
We understand that the content of this point should be considered in a separate article, since it should refer not only to when cases are detected but to a general condition. On the other hand, we propose the following wording, to include the possibility of modifying this time period: “If structural reforms have been carried out, a cleaning and disinfection treatment and a new sampling shall be carried out between 15 and 30 days after the treatment is performed, except where the health authority indicates a different period.”
	Experience gained in the application of the RD has shown that this standard period is the right one for the purpose of being able to identify the effectiveness of a measure.

	6. Buildings or facilities that have at any time been associated with cases of legionellosis, as established by the National Epidemiological Surveillance Network, shall be subject to special and continuous surveillance, as determined by the health authority, in order to prevent the occurrence of new cases.

	SESA (Spanish Society for Environmental Health)
6. Buildings in which any of its facilities have at any time been associated with cases of legionellosis, as established by the National Epidemiological Surveillance Network, shall be subject to special and continuous surveillance, as determined by the health authority, in order to prevent the occurrence of new cases.
Justification: The terminology of buildings is mixed with that of facilities. With Legionella, buildings have to be distinguished from facilities (a building may have some facilities that comply and others that do not).
There is no indication as to what the special surveillance to which buildings/facilities are subjected consists of. The text must specify whether the actions in Annex V (corrective measures to mitigate risk) are applied or those of Annex IX (actions in the presence of cases/outbreaks) and in which cases and how long such continuous surveillance will last (2 years/with semi-annual visits).
	There is an indistinct reference to buildings and facilities, since in a building there may be a number of facilities within the scope of this RD and it may be that in the first instance it is not possible to identify the specific facility of facilities of that building that has produced the outbreak.

	Juan Ángel Ferrer Azcona
Stricter requirements for Legionella prevention companies. Given the high degree of specialisation and - Include stricter action protocols in the facilities when routine analyses detect the presence of Legionella pneumophila serogroup 1 due to their higher incidence in cases of legionellosis, which can reach up to 90% when assessing cases diagnosed by culture isolation. To this end, the detection of this species and serogroup must be required in routine analyses, not only the simple detection of Legionella spp.
	The reference to focusing research on Legionella pneumophila has been assessed in an earlier section.

	Article 16. Use of Biocides (Correspond to Article 15)

	1. Any of the biocidal products authorised and registered for that use in application of Regulation (EU) No 528/2012 of the European Parliament and of the Council of 22 May 2012 concerning the making available on the market and use of biocidal products and entered in the Official Register of Biocidal Products of the Ministry of Health may be used. Their use must comply at all times with the procedures laid down in that authorisation.

	Autonomous Region of Catalonia
We propose that Articles 15 and 16 be moved to Chapter III, considering that they are part of the Control Programmes.
	It was decided that the aspects developed by the different programmes of the PPCL should be developed in specific chapters.

	Autonomous Region of Catalonia
With reference to the Regulation, it is proposed to add “or subsequent amendments thereto”.
	Amended as follows:
Article 16. Use of biocidal products (disinfectants)
1. Any of the biocidal products (disinfectants) authorised and registered or, as the case may be, notified, for the treatment of facilities in application of Regulation (EU) No 528/2012 of the European Parliament and of the Council of 22 May 2012 concerning the making available on the market and use of biocidal products, or Royal Decree 3349/1983 of 30 November approving the Technical-Health Regulation on the manufacture, marketing and use of pesticides, or relying on the second transitional provision of Royal Decree 1054/2002 of 11 October regulating the evaluation process for the registration, authorisation and placing on the market of biocidal products may be used. Their use must comply at all times with the procedures laid down in that authorisation.

	Autonomous Region of Navarre
In point 1 at the end add: “and the concentration and operating times in the cleaning and disinfection procedures shall be carried out in accordance with the specification of the person responsible for the biocidal product in the relevant technical fact sheet.”
	

	FEIQUE (Spanish Chemical Industry Business Federation)
We understand that it should cover all properly registered products, either national (Technical Health Regulations for Pesticides) or by European Regulation
1. Any of the biocidal products authorised, notified and registered for such use in application of Regulation (EU) No 528/2012 of the European Parliament and of the Council of 22 May 2012 concerning the making available on the market and use of biocidal products, or Royal Decree 3349/1983 on pesticides or relying on the Second Transitional Provision of RD 1054/2002 and entered in the Official Register of Biocidal Products of the Ministry of Health may be used. Their use must comply at all times with the procedures laid down in that authorisation.
Justification: A. Incorporation of the word “notified” and “or Royal Decree 3349/1983 on pesticides or relying on the Second Transitional Provision of Royal Decree 1054/2002”. The products relying on the Transitional Provision of Royal Decree 1054/2002 on Biocidal Products are products that it was not possible to register previously because there was no legislation allowing it, for example, bleach, but which, before the date of approval, have submitted notification in accordance with the Provision and registered by EU means.
By way of example, it is understood that the use of certain biocidal products for a PT 11 use by the simple method of Notification to the Ministry of Health via Second Transitional Provision of Royal Decree 1054/2002 (e.g. sodium hypochlorite) would not be included. These implicit authorisations would not be covered by the new draft if it is not amended.
These products may continue to be placed on the market and at the time of their authorisation they would already be placed on the market in accordance with the requirements set out in the decision sent by the authorities.
B. Proposal to eliminate “entered in the Official Register of Biocidal Products.”
Justification: As long as the legislation is not amended, the products covered by the second transitional provision are not listed in the Official Register of Biocidal Products, so that they could not be used.
	

	2. Biocidal products used in the disinfection of reusable respiratory therapy equipment must comply with Royal Decree 1591/2009 of 16 October regulating medical devices and must be applied in accordance with the procedures set out in its instructions for use.

	SESA (Spanish Society for Environmental Health)
	Comment. Respiratory therapy equipment is mentioned here but not referred to again anywhere in the RD. Except in Annex I Part D, do medical devices not exist for this RD?
	They are concerned, even if no specific reference is made to them, by all conditions of a general nature and, where applicable, those referred to in the PARTS. referred to as “Other facilities” of the various Annexes.

	3. Biocidal service companies for third parties in the facilities listed in Annex I to this Royal Decree must be entered in the Official Register of Biocidal Establishments and Services in the relevant branch.

	Autonomous Region of Catalonia
We propose to indicate “Natural or legal persons providing biocidal services to third parties...” instead of “Companies providing biocidal services to third parties”, since they may be self-employed private individuals.
	Amended accordingly: “3. Natural or legal persons providing biocidal services to third parties must be registered in the Official Register of Biocidal Establishments and Services.’

	SESA (Spanish Society for Environmental Health)
3. Biocidal Legionella service companies for third parties in the facilities listed in Annex I to this Royal Decree must be entered in the Official Register of Biocidal Establishments and Services in the relevant branch. Comment: The ROESBs (Official Registers of Biocidal Establishments and Services) of the Autonomous Regions have a specific Legionella section, so it would be preferable to put it in this way, since it is broader, and in this way it would be clear that companies carrying out legionella control treatments without biocides (such as thermal disinfections) must also be registered in the ROESB.
However, has consideration been given to the fact that the application of this paragraph will require a huge number of companies that carry out maintenance or cleaning and disinfection treatment with hypochlorite (drinking water tanks, ornamental fountains, swimming pools with playthings, car washes, dental units, etc.) to register with the ROESB?
	The deletion of the term “biocides” would mean extending the scope of the legislation from being applicable only to chemical substances (biocides) to situations where biocidal products are not used for disinfection tasks.
Although the ROESBs of the Autonomous Regions currently all have a single section for Legionella, this might not necessarily always be the case, since although Order SCO/3269/2006 of 13 October laying down the bases for entries in and the operation of the ROESB establishes six sections, it also empowers each Autonomous Region to establish subdivisions of the types of activity mentioned for the better functioning of the Register.”
A new text is therefore proposed for this paragraph: “3. Biocidal service companies for third parties in the facilities covered by this royal decree must be entered for the purpose in the Official Register of Biocidal Establishments and Services.”
As a result of the assessment of the contributions received, it is assessed that the reference to Annex I may lead to the consolidation of the list as the only facilities affected by it. It is therefore considered that the best reference would be Article 1 and by extension Article 3(1) (which refers to Annex I).

	AQUA AMBIENT
“3. Biocidal Legionella treatment service companies for third parties in the facilities listed in Annex I to this royal decree must be entered in the Official Register of Biocidal Establishments and Services in the relevant branch.” Justification: The ROESBs of the Autonomous Regions have a specific Legionella section, so I believe it would be better to put it in this way, since it is broader, and in this way it would be clear that companies carrying out legionella control treatments without biocides (such as thermal disinfections) must also be registered in the ROESB.
	

	LABAQUA, S.A. 
Biocidal service companies for third parties in the facilities listed in Annex I to this Royal Decree must be entered in the Official Register of Biocidal Establishments and Services in the relevant branch: Could the specific name of the relevant branch of the Biocidal Products services be specified? 
	

	Miguel Sabriá Leal
	 “3. Biocidal service companies that provide services to third parties in the facilities listed in Annex I to this Royal Decree must be entered in the Official Register of Biocidal Establishments and Services in the relevant branch." (Justification: For better semantic clarification.)
	The heading “biocidal service companies for third parties” is used in both Royal Decree 865/2003 of 4 July establishing the hygiene and health criteria for the prevention and control of legionellosis and in Order SCO/3269/2006 of 13 October laying down the basis for the registration and operation of the Official Register of Biocidal Establishments and Services.

	Article 17. Use of other treatments (Corresponds to Article 16)

	AUTONOMOUS REGION OF CATALONIA
Regarding treatments, we consider it of great importance that physical, physico-chemical or other systems that may be placed on the market in the future be validated by a competent body, such as the National Centre for Environmental Health, of the Carlos III Institute of Health, because, since we cannot control a residual biocidal product, we cannot have a guarantee that it is effective against Legionella. 
This validation or some certification that the system is effective against Legionella is very necessary, and there must be an indication as to which operational parameters or indicators can ensure its proper functioning and effectiveness. We are, for example, finding gas washing systems in emission points that install biological filters involving aerosol discharge, thus leading to a new facility at risk of legionellosis, in which there is no room for biocidal chemical treatment for Legionella control, or cooling towers with biological systems to treat the organic matter of the process water that is cooled in the tower and which, therefore, cannot be treated with chemical biocidal products either. 
Therefore, we propose that any system of prevention and control of legionellosis that cannot be monitored and controlled by the residual biocidal product measure should submit a certification or responsible declaration on the effectiveness of the system, including also the monitoring system on which it will be based. 
Comment:  The requirement for external certifications by national or international bodies on the effectiveness of Legionella is also established.

	1. Physical systems for controlling Legionella shall not pose risks to the facility or to the health and safety of operators or other persons who may be exposed, and their proper functioning must be checked regularly. Their use shall comply at all times with the technical or operating specifications laid down by the manufacturer, who shall provide the operator of the facility in accordance with the above provisions with a responsible statement.

	Autonomous Region of Catalonia
Proposes the following wording: “Physical and physico-chemical systems or other systems for controlling Legionella shall not pose risks to the facility or to the health and safety of operators or other persons who may be exposed, and their proper functioning must be checked regularly. They must also ensure their effectiveness against Legionella. For this purpose, the system must have a validation or certification by the National Centre for Environmental Health. Their use must comply at all times with the technical or operating specifications laid down by the manufacturer and by the above-mentioned centre. 
If validation or certification by the National Centre for Environmental Health is not possible, this alternative text is proposed: 
“Physical and physico-chemical systems for controlling Legionella shall not pose risks to the facility or to the health and safety of operators or other persons who may be exposed, and their proper functioning must be checked regularly. They must also ensure their effectiveness against Legionella. Their use must comply at all times with the technical or operating specifications laid down by the manufacturer, who shall provide the operator of the facility in accordance with the above provisions with a responsible declaration of compliance with regard to safety of persons and efficacy.”
	Amended as follows:
“1. Physical systems for controlling Legionella shall not pose risks to the facility or to the health and safety of operators or other persons who may be exposed, and their proper functioning must be checked regularly. Their use must comply at all times with the technical or operational specifications established by the manufacturer, who shall provide the operator of the facility in accordance with the above provisions, with a responsible statement of safety, the technical documentation justifying it and the corresponding external certifications from national or international bodies as to their effectiveness against Legionella.”

	Autonomous Region of Navarre 
At the end, replace “responsible declaration” by: “the technical documentation justifying it”.
	

	AUTONOMOUS REGION OF CANTABRIA
Clarify what “1. Physical systems must have a certification of effectiveness, validated by a recognised body” refers to.
	

	Autonomous Region of Castilla-La Mancha
With regard to the use of physical systems, it is suggested that the second part of Article 16(1) be amended: “1. Physical systems (...). Their use must comply at all times with the technical or operational specifications laid down, in accordance with the conformity assessment, by the manufacturer, who shall provide the operator of the facility in accordance with the above provisions with a declaration of conformity of safety and efficacy.”
	

	SESA (Spanish Society for Environmental Health) / AQUA AMBIENT
1. Physical systems for controlling Legionella shall not pose risks to the facility or to the health and safety of operators or other persons who may be exposed, and their proper functioning must be checked regularly. Their use must comply at all times with the technical or operating specifications laid down by the manufacturer, who shall provide the operator of the facility in accordance with the above provisions with a responsible statement, and the corresponding external certifications of national or international bodies as to their effectiveness against legionella.
Comment: It must technically justify that this method is effective against Legionella.
	

	FEIQUE (Spanish Chemical Industry Business Federation)
The legal implications of the required responsible statement in the case of physical systems against Legionella, as well as the requirements to be met in this case, are not specified.
	

	LABAQUA, S.A. 
The proven effectiveness of physical treatments against Legionella has been eliminated with respect to the Royal Decree in force. These tests provide a pre-guarantee before they are used in a facility: Will it remain a requirement within the responsible statement referred to? 
	

	SAMNOR
1. Physical systems for controlling Legionella shall not.... their use must comply at all times with the technical or operating specifications laid down by the manufacturer, who shall provide the operator of the facility in accordance with the above provisions with a responsible statement. 
Given the increase in this type of treatment over the last few years, we consider that the rules on this matter are too lax in terms of requirements. 
It must be borne in mind that this type of physical treatment, if not of proven and contrasted efficacy, constitutes a HIGH RISK for both the structural safety of the facilities and the health and safety of persons. That is why we believe that a supplementary annex for this type of equipment should be included where the minimum requirements that must be met in each of the facilities where they are to be used are described more accurately and clearly, although it should be noted that this would not be the same in facilities such as towers/evaporative condensers as in other drinking water facilities.
	

	Miguel Sabriá Leal
 “1. Physico-chemical systems for controlling Legionella shall not pose risks to the facility or to the health and safety of operators or other persons who may be exposed, and their proper functioning must be checked regularly. Their use must comply at all times with the technical or operating specifications laid down by the manufacturer, who shall provide the operator of the facility in accordance with the above provisions with a responsible statement, and the corresponding external certifications of national or international bodies as to their effectiveness against legionella.” (Justification: Although at present the only physico-chemical system envisaged as effective against Legionellosis may be copper-silver ionisation, which is restricted by EU legislation, the possibility of any other physico-chemical method that might be developed in the future and be effective for this purpose should be left open.
These physico-chemical methods are referred to in Annex IV Part D.2. on facilities with designated mineral-medicinal waters. The manufacturer should always have external certificates from national or international bodies on their explicit effectiveness against Legionella.)
	

	2. In the case of indoor drinking water facilities, the chemicals used for water treatment must comply with the provisions of Royal Decree 140/2003 of 7 February laying down the health criteria for the quality of water for drinking and its implementing legislation, in addition to the provisions of the Biocidal Products Regulation. 

	Autonomous Region of Catalonia
Add to the reference to Royal Decree 140/2003 “or subsequent amending legislation” or make a general reference to the current legislation on water for drinking
Comment: The reference to RD 140/2003 is deleted as the text of Article 9(1) and (2) is in line with points 1 and 3 of this Article.

	3. Antiscalants, antioxidants, dispersants and any other chemical substances and mixtures used in the cleaning and treatment processes of facilities shall comply with the requirements laid down in Regulation (EC) No 1907/2006 of the European Parliament and of the Council of 18 December 2006 concerning the Registration, Evaluation, Authorisation and Restriction of Chemicals (REACH) and with those for the classification, labelling and packaging of substances and mixtures laid down in Regulation (EC) No 1272/2008, and their use shall not pose an unacceptable risk to the health of professionals applying them or to the general public.

	See observation of the Ministry of Labour and Social Economy 

	COMPAÑÍA ESPAÑOLA DE LAMINACIÓN, S.L. (CELSA)
With regard to the treatment methods ( “physical” and “physico-chemical” systems) and continuous biocide systems currently indicated by the regulations, indicating that they must be of proven efficacy against Legionella this has led to a considerable limitation on the incorporation of the innovations that have been produced in the prevention of Legionella and has meant, in practice, the impossibility of implementing health and hygiene maintenance systems that do not conform to those specifically covered by the regulations for the prevention and control of legionellosis, i.e. maintenance systems that are neither physical nor physico-chemical, and which do not use continuous biocide dosing systems.
Therefore, it should be open to new treatments that are incorporated by scientific advances and, in particular, those of a biological nature.
Comment: In this regard, it is important to bear in mind that biological treatments are covered by Regulation (EU) No 528/2012 of the European Parliament and of the Council of 22 May 2012 concerning the making available on the market and use of biocidal products (see Article 3.1 thereof), and should therefore be authorised and, where appropriate, on the basis of Article 16 (Use of biocidal products: disinfectants) could always be used in accordance with the conditions set out in the relevant authorisation (which may or may not affect the way in which they are used).

	CHAPTER VI. Staff

	Article 18. Training of personnel (Corresponds to Article 17)

	1. The Continuing Training Programme for the staff of the facility provided for in Article 8 must include, in accordance with the characteristics of the facility or equipment, the list of contents according to the activities linked to the PPCL or PSL and the tasks assigned to the workers involved.
	Amended as follows:
1. The operator of the facilities shall ensure that all own or external personnel involved in the activities covered by this Royal Decree have the training required for the activity carried out within it.
2. Without prejudice to the requirements of national legislation relating to sectoral training programmes, the Training Programme for the staff of the facility or of the contracted undertaking must cover for the list of contents according to the activities linked to the PPCL/PSL and the tasks assigned to the employees involved, as well as the level of knowledge and the way of acquiring it for each of them.
3. Own or third-party service company personnel carrying out minor operations in the prevention and control of Legionella, on the premises, such as temperature measurements, biocidal product level checking, pH control, shall be included in the training plan of the operator or third party service firm.
4. The technical head of the PPCL or PSL must have sufficient training and knowledge to carry out the activities set out in Article 5 and, where applicable, in accordance with Article 5 of Royal Decree 830/2010 of 25 June establishing the regulations governing training to carry out treatments with biocidal products. 
5. Without prejudice to the provisions of Article 4 of Royal Decree 830/2010 of 25 June, the own or third party service company staff carrying out its activity relating to the treatment programme must be in possession of the professional qualification for health and hygiene maintenance of facilities susceptible to the proliferation of harmful micro-organisms and their dissemination by aerosolisation (SEA492_2), set out in Royal Decree 1223/2010 of 1 October supplementing the National Catalogue of Professional Qualifications, by establishing three professional qualifications corresponding to the Safety and Environment group of professions or a professional certificate evincing the training units corresponding to the training established for that qualification.

	AUTONOMOUS REGION OF ANDALUSIA
When proposing the change in the definitions in Article 2 of the term "technical head" to "qualified head", the following wording is proposed for paragraph 3: “17.3. The qualified head must have the necessary training and knowledge of the treatments and facilities to design and implement the plans, and in the case of the use of biocidal products by specialised personnel, he must also comply with Article 5 of Royal Decree 830/2010 of 25 June laying down the regulations governing the training for carrying out treatments with biocidal products.’
As regards paragraph 4, it is proposed that the following words be deleted from the text “...without prejudice to the provisions of Article 4 of Royal Decree 830/2010......” since the qualification is included in the Royal Decree itself.
	

	AUTONOMOUS REGION OF CATALONIA
Point 1. Where reference is made to Article 8, we believe that reference should be made to Article 7 in the event that it is accepted to unify or, if not, reference should be made to both articles.
Point 4: Delete the mention of “applicators” and maintain the mention of “operators”, as the function of those persons is not always to apply products. On the other hand, we believe that people who only measure temperature, pH and biocidal products, or carry out purges or other maintenance operations without treatment, should not be required to have training provided for in this section, so we propose that they be excluded from this. The training of these persons is set out in paragraph 2.
	

	AUTONOMOUS REGION OF MADRID
Article 17 establishes the need for applicators or operators performing maintenance to have “the qualification relating to the hygienic-health maintenance of facilities susceptible to proliferation of Legionella and other harmful micro-organisms and their dissemination by aerosolisation, as set out in Royal Decree 1223/2010 or a professional certificate evincing the corresponding units of competence...”, but there is the facility operator’s own personnel, who only perform temperature and/or biocide control tasks, purges, etc. It is not clear whether such personnel must also have the training of the entire competence (260 hours) or can do fewer hours of training according to their duties and responsibilities to enable them to obtain the qualification.
	

	2. The operator of the facilities shall ensure that all own or external personnel involved in the activities covered by this Royal Decree have the training required for the activity carried out within it. 
	

	3. The technical head must have the necessary training and knowledge of the treatments and facilities that allow him to design and implement the plans, in accordance with Article 5 of Royal Decree 830/2010 of 25 June establishing the regulations governing training for carrying out treatments with biocidal products. 
	

	4. Applicators or operators carrying out the activity of health and hygiene maintenance, review and control, whether own personnel or of a company providing third-party treatment services or treatments in the company itself, without prejudice to the provisions of Article 4 of Royal Decree 830/2010, of 25 June, must be in possession of the professional qualification relating to the hygienic and drinking maintenance of facilities susceptible to proliferation of Legionella and other harmful micro-organisms and their dissemination by aerosolisation, as set out in Royal Decree 1223/2010 of 1 October supplementing the National Catalogue of Professional Qualifications, by establishing three professional qualifications corresponding to the Safety and Environment group of professions or a certificate of professionalism evincing the units of competence corresponding to the training established for that qualification.
	

	CHAPTER VII. Notification

	Article 19. Notification of cooling towers and evaporative condensers (Corresponds to Article 18)

	1. It shall be mandatory to notify the competent health authority of the Autonomous Region or Autonomous City concerned of the installation or decommissioning of cooling towers or evaporative condensers or similar systems after their commissioning or dismantling, within a maximum period of one month. These notifications shall be made using the model document set out in Annex II by telematic means unless there is a specific procedure in the Autonomous Region in which the equipment is installed.

	Autonomous Region of Catalonia
In order to avoid its being understood from the wording of this point that the notification must be made to the competent regional ministers of health, and to allow it to be made to the health authorities of the local administrations, we propose the following wording in the first sentence: “It shall be mandatory to notify such health authority as each Autonomous Region may establish of the installation or decommissioning of cooling towers or evaporative condensers or similar systems after their commissioning or dismantling, within a maximum of one month.”
We propose to add that the information must be updated if the facilities are modified
Comment: The indication ‘health authority of the Autonomous Region’ includes cases in which it is a Local Government Unit.

	Autonomous Region of Catalonia
We propose to add that the information must be updated if the facilities are modified.
	1. The operator of the facility shall notify the competent health authority of the Autonomous Region or Autonomous City concerned of the installation, modification or decommissioning of cooling towers or evaporative condensers after their commissioning or dismantling, within a maximum period of one month. These notifications shall be made using the model document set out in Annex II electronically in the autonomous region or city where the equipment is installed.

	Autonomous Region of Navarre
Remove: ... “or similar systems”.
	

	Autonomous Region of Madrid
In Article 18 on notification of cooling towers and evaporative condensers, “similar devices” has also been included. It is considered necessary to define what it refers to in order to avoid different interpretations.
	

	Region of Valencia
Where it says: 1. It shall be mandatory to notify the competent health authority of the Autonomous Region or Autonomous City concerned of the installation or decommissioning of cooling towers or evaporative condensers or similar systems after their commissioning or dismantling, within a maximum period of one month. 
However, Annex II does not refer to similar systems. Clarification of “similar systems” could be specified.
	

	LABAQUA, S.A. 
The mandatory notification of commissioning and decommissioning is indicated, but the modification option is added to the notification template in Annex II. If modification has to be notified: What type of modification will be notified? 
	

	2. External maintenance or service undertakings shall be obliged to request in writing to the operator of the facility the justification for the notification of the facility and, if it is not available, shall inform the operator of the facility in writing, with a copy to the health authority, that it must notify it.

	AMI (Association of Integral Maintenance and Energy Services Companies)
We believe Article 18(2), concerning the obligation to notify the installation or decommissioning of cooling towers, imposes an excessive and “accusatory” responsibility on the maintenance company, which, unlike an authorised control body, does not have the power to certify and therefore the mandate to convey to the holder the obligation to resolve detected defects, covered by Regulation. We propose the following wording with the additional text marked in bold below:
It shall be mandatory to notify the competent health authority of the Autonomous Region or Autonomous City concerned of the installation or decommissioning of cooling towers or evaporative condensers or similar systems after their commissioning or dismantling, within a maximum period of one month. These notifications shall be made using the model document set out in Annex II by telematic means unless there is a specific procedure in the Autonomous Region in which the equipment is installed. This notification must be made available to the maintenance company and will be a prerequisite for the procurement of any maintenance services associated with these facilities.
	It reads as follows: External service undertakings shall be obliged to request in writing to the operator of the facility the justification for the notification of the facility and, if it is not available, shall inform the operator of the facility in writing, with a copy to the health authority, that it must notify it.

	3. Health administrations, within the framework of their powers, may extend the mandatory notification to facilities other than those referred to in paragraph 1 of this Article.

	Autonomous Region of Castilla-La Mancha
The comments made in Article 4 (paragraphs 2.A and 2.B. of this document) concerning the notification of certain facilities and equipment, and the deadline granted, are reiterated.
	The Autonomous Region may choose to extend the notifications of facilities or equipment indicated in its contributions.

	CHAPTER VIII. Infringements and penalties

	Article 20. Infringements (Corresponds to Article 19)

	Without prejudice to other civil or criminal responsibilities that may correspond, infringements of the provisions of this Royal Decree shall be in the nature of administrative infringements of the health regulations in accordance with the provisions of Law 14/1986 of 25 April, the General Health Act, or Public Health in accordance with Law 33/2011 of 4 October on Public Health. In line with these standards, they shall be graduated as follows:

	AUTONOMOUS REGION OF LA RIOJA
Correct the content of the first paragraph containing some drafting error "Without prejudice to other civil or criminal responsibilities that may correspond, infringements of the provisions of this Royal Decree shall be in the nature of administrative infringements of the health regulations in accordance with the provisions of Law 14/1986 of 25 April, the General Health Act, or Public Health in accordance with and in Law 33/2011 of 4 October on Public Health. In line with these standards, they shall be graduated as follows:” 
Comment: The text of that paragraph is corrected to that effect.

	1. Minor infringements 
a) Simple irregularities in the observation of the legislation in force, with no direct bearing on public health, or if the effects have had a low incidence on the health of the population, in accordance with the provisions of Articles 35(a) 1 of the General Health Act and 57.2.c) of the General Law on Public Health, respectively.

	Autonomous Region of Catalonia
Point 1(a): we understand that where Article 35(a) 1 is indicated it should be specified that this is the 1st infringement.
Comment: Amended as follows:
a) Simple irregularities in the observation of the legislation in force, with no direct bearing on public health, or if the effects have had a low incidence on the health of the population, in accordance with the provisions of Articles 35(a) 1 of Law 14/1986 of 25 April and 57.2.c) of Law 33/2011 of 4 October respectively

	2. Serious infringements

	b) The omission of data, failure to comply with the obligations relating to notification of installations, concealment of reports, obstruction of the inspection activity of the administration or failure to comply with the obligation to make available to the competent authority the information referred to in this Royal Decree, provided that it occurs for the first time, considered as a case provided for in Article 35(B) 4th and 5th of the General Health Act or if it entails damage to health, where it does not constitute a very serious infringement, which is considered to be a case provided for in Article 57(2)(b) 3rd of the General Law on Public Health.

	Autonomous Region of Catalonia
Point 2(b): where Article 57(2)(b)(3) is indicated, we consider this to be the case provided for in Article 57(2)(b)(1).
In the event that Articles 7 and 8 are not unified, we understand that Article 7 should be added in addition to Article 8. And if they are not unified, mention should be made of both.
Comment: Amended as follows:
b) The omission of data, failure to comply with the obligations relating to notification of installations, concealment of reports, obstruction of the inspection activity of the administration or failure to comply with the obligation to make available to the competent authority the information referred to in this Royal Decree, provided that it occurs for the first time, considered as a case provided for in Article 35(B) 4th and 5th of Law 14/1986 of 25 April or if it entails damage to health, where it does not constitute a very serious infringement, which is considered to be a case provided for in Article 57(2)(b) 1 and 5 of Law 33/2011 of 4 October.

	e) Failure to comply with the accreditation or certification obligations set out in Article 12, considered to be the case of Article 35(B) 2nd of the General Health Act and 57.2.b) 1st of the General Law on Public Health

	Autonomous Region of Catalonia
Paragraph e): We understand that Article 12 should be replaced by Article 11.
	As a result of the addition of a new Article 4, the text will be as follows: 
e) Failure to comply with the accreditation or certification obligations set out in Article 12, considered to be the case of Article 35.B) 2nd of Law 14/1986 of 25 April and in 57.2.b) 1 of Law 33/2011 of 4 October.

	Region of Valencia
Where it says: Failure to comply with the accreditation or certification obligations set out in Article 12... New wording: 4. Failure to comply with the accreditation or certification obligations set out in Article 11...
	

	f) failure to comply with the orders issued by the health authority to carry out the cleaning and disinfection measures or structural reforms provided for in Article 15 and Annexes V and IX, in accordance with the provisions of Article 35(B) 1 and 4 of the General Health Act and in Article 57(2)(b) 3 of the General Law on Public Health.

	Autonomous Region of Catalonia
We understand that Article 15 should be replaced by Article 14.
Comment: As a result of the addition of a new Article 4, the wording is: 
f) failure to comply with the orders issued by the health authority to carry out the cleaning and disinfection measures or structural reforms provided for in Article 15 and Annexes VIII and IX, in accordance with the provisions of Article 35(B) 1 and 4 of Law 14/1986 of 25 April and 57(2)(b) 3 of Law 33/2011 of 4 October.

	h) the performance of health and hygiene maintenance operations by personnel who do not have the training to perform treatments in accordance with the legislation in force and established in Article 18 of this Royal Decree, as a case provided for in Article 35(B) 1 of the General Health Act and 57.2.b) 4 of the General Law on Public Health.

	Autonomous Region of Catalonia
We understand that Article 18 should be replaced by Article 17
	As a result of the addition of a new Article 4, the text will be as follows: 
h) The performance of activities by personnel who do not have the training to perform treatment according to the legislation in force and established in Article 18 of this Royal Decree, as a case provided for in Article 35(B) 2 of the General Health Act and in 57.2.b) 1 of Law 33/2011 of 4 October.

	AUTONOMOUS REGION OF THE BALEARIC ISLANDS
h) The performance of health and hygiene maintenance operations by personnel who do not have the training to perform treatments according to the legislation in force and established in Article 17of this Royal Decree.
Justification: The article regulating training is 17
	

	Autonomous Region of Aragon
	“...in Article 18 17 of this Royal Decree...” (It is an error)
	

	LABAQUA, S.A. 
	Reference is made to Article 18, when it should actually be 17, as it relates to the staff chapter.
	

	i) Repeat commission of minor infringements in the last twelve months, as set forth in Article 35(B) 7 of the General Health Act.

	Autonomous Region of Andalusia
Paragraphs 2(i) and 3(g), where reference is made to repeated offences, do not indicate that the penalties have been imposed by a definitive decision.
Comment: It is not necessary to make such a qualification, since if there is no definitive decision, it does not have effect.

	Autonomous Region of Catalonia
The Article provides for 3 months and not twelve as it states in this paragraph
Comment: Error in the reference to the Law is corrected:
i) Repeat commission of minor infringements in the last twelve months, as set forth in Article 57.2.b) 6 of Law 33/2011 of 4 October.

	k) failure to comply with the staff training obligations provided in Article 18, considered as a case of Article 35.B) 2 of the General Health Act and 57.2.b) 1 of the General Law on Public Health.

	Autonomous Region of Catalonia
We understand that Article 18 should be replaced by Article 17.
Comment: As a result of the incorporation of a new Article 4 and the revision of the cross-reference to both laws, it would be: 
k) failure to comply with the staff training obligations provided in Article 18, considered as a case of Article 35(B) 1 of Law 14/1986 of 25 April and 57.2.b) 1 of Law 33/2011 of 4 October.

	3. Very serious infringements:

	b) failure to comply with the order issued by the health authority for the total or partial cessation of the facility pursuant to Article 15 of this Royal Decree, or its re-entry into operation without authorisation, as a case provided in Article 35(C) 1 of the General Health Act.

	Autonomous Region of Catalonia
We understand that Article 15 should be replaced by Article 14.
Comment: As a result of the addition of a new Article 4, it would read as follows: 
b) failure to comply with the order issued by the health authority for the total or partial cessation of the facility pursuant to Article 15 of this Royal Decree, or its re-entry into operation without authorisation, as a case provided in Article 35(C) 1 of Law 14/1986 of 25 April.

	c) repeated non-compliance with the specific requirements of the competent authorities, as required by Article 35(c) 4 of the General Health Act and Article 57(2)(a) 2 of the General Law on Public Health.

	Autonomous Region of Catalonia
We consider that the case of non-compliance with a request from the competent authority should also be added, if it entails serious harm to health. This is indicated in Article 57(2)(a) 2.
Comment: Case 3(a) would include those which are consciously and intentionally carried out, provided that there is serious harm to public health, in accordance with the provisions of Article 35(C) 2 of Law 14/1986 of 25 April or a very serious risk to the health of the population, in accordance with the provisions of Article 57(2)(a) 1 of Law 33/2011 of 4 October.

	g) the repeated commission of serious misconduct in the last five years, in accordance with the provisions of Article 57(2)(a) 4 of the General Law on Public Health, or repeated failure to comply with the preventive measures included in this Royal Decree, posing a serious danger to public health.

	AUTONOMOUS REGION OF ANDALUSIA
Paragraphs 2(i) and 3(g), where reference is made to repeated offences, do not indicate that the penalties have been imposed by a definitive decision.
Comment: It is not necessary to make such a qualification, since if there is no definitive decision, it does not have effect.

	Article 21. Sanctions (Corresponds to Article 20)

	Sanctions and sanctioning procedures shall be governed by the provisions of Articles 58 to 61 of Law 33/2011 of 4 October, the General Public Health Law.

	Autonomous Region of La Rioja
Article 20 is entitled ‘sanctions’ and is worded as follows: “Sanctions and sanctioning procedures shall be governed by the provisions of Articles 58 to 61 of Law 33/2011 of 4 October, the General Public Health Law”. 
As we see, although it has the title “sanctions” in its content it also refers to “procedures”, and also refers to Articles 58 to 61 of the Public Health Law in which various matters are dealt with: Article 58 ‘sanctions’; Article 59 ‘Prescription of infringements and penalties’; Article 60 “sanctioning procedure” and Article 61 “bodies competent to impose sanctions in the field of public health”. 
As an alternative proposal, we believe it is more appropriate to make a generic article in which, by reference, it is stated in general that the regime of infringements and sanctions will be governed by the provisions of Title VI of Law 33/2011 of 4 October, the General Public Health Law, insofar as not provided for in this Royal Decree.
This article, for reasons of regulatory technique, would be 19. Being of a more generic and introductory character. 
Comment: Making a general reference to Title IV would concern aspects covered by the proposed articles of the Royal Decree (e.g.: persons responsible for infringements, classification of infringements, etc.)

	Spanish Agency for Medicines and Health Products
Article 20: for the sake of clarity of the rule, it is suggested that the reference to the rules of Law 33/2011 of 4 October on the sanctioning procedure be supplemented by the reference to the basic rules on sanctioning procedure, namely Law 39/2015 of 1 October on the Common Administrative Procedure of Public Administrations and Law 40/2015 of 1 October on the Legal Regime of the Public Sector. It should be noted that the Articles to which this provision refers do not themselves regulate a special procedure for the matter, but refer in turn (Article 60 of the Public Health Law) to Law 30/1992 of 26 November, in force at the date of publication of Law 33/2011, now repealed by Law 39/2015 and 40/2015. 
Comment: The reference to these laws is included.

	Second additional provision. Competences of the Ministry of Defence (Corresponds to the sole Additional Provision)

	The provisions of this Royal Decree, when they concern the units, centres and bodies belonging to the Ministry of Defence and its public bodies, shall be implemented by the Inspectorate-General for Defence Health, coordinating such actions as may be necessary with the Ministry of Health, the Autonomous Regions and the municipalities.

	It is replaced by the text proposed by the Ministry of Defence.

	AUTONOMOUS REGION OF CASTILLA-LA MANCHA
It should be included, e.g., by means of an additional provision that the area of competence for the control of respiratory therapy equipment corresponds to Preventive. This point was commented on in the course of the Environmental Health Statement
Comment: It is not appropriate in the framework of the RD to establish competent authorities at regional level. It is up to the Autonomous Regions in line with the division of competence to establish the corresponding inter-departmental and intra-departmental coordination to ensure compliance with the provisions of the legislation.

	AUTONOMOUS REGION OF MADRID
The latest draft assessed by the Autonomous Regions included an additional provision, which has been deleted, that the Ministry and the Autonomous Regions would develop the methodology needed to draw up the Legionella Health Plans. It is considered important that given that the PSL approach is being implemented in this Royal Decree, it would be useful if the facilities that opted for it could have a reference to it.
Comment: See last sentence of the First Final Provision. Regulatory powers

	First transitional provision. Plans and Programmes

	A period of one year shall be given for the operators of the facilities covered by this Royal Decree to update the PPCL or to implement PSL as appropriate.

	DIPSALUT (Independent Public Health Body of Girona Provincial Council)
It is considered that one year is a short time to update the information of all facilities affected by the RD
Comment: This period is maintained (1 year) since the self-assessments of equivalence to PPCLs are already applicable at the present time. It is considered that one year is a prudent time to update it and to adapt it to the new rules.

	BARCELONA PUBLIC HEALTH AGENCY
No deadline is proposed for facilities to adapt to the obligation to have a technical head meeting the requirements of Article 5 of Royal Decree 830/2010.
Comment: It is part of the PPCL and PSL:

	Second transitional provision. Laboratory Accreditation

	REGION OF VALENCIA
Where it says: Accreditation of methods of analysis. New wording: 4. Accreditation for taking of samples.
	The title is amended to cover analytical methods:
Second transitional provision. Laboratory Accreditation

	AMBIENTALYS CONSULTORÍA Y ANÁLISIS SL
In the title of the Provision “Accreditation for methods of analysis” should be replaced by accreditation for taking of samples.
	

	The accreditation of sampling in accordance with Annex VII by the National Accreditation Body (ENAC) shall be within one year of the entry into force of this Royal Decree.

	Autonomous Region of Catalonia
For consistency with what it regulates, we propose to amend the title of the article: “Accreditation of taking of samples”. 
As mentioned above, where ENAC is indicated, an accreditation body in general should be indicated. 
We believe that it should be assessed whether the time limit indicated is sufficient.
	Due to the decision not to require accreditation for sampling, it is amended to address the accreditation of analysis:

	AUTONOMOUS REGION OF THE BALEARIC ISLANDS
Extend the deadline to two years for accreditation of sampling Justification: Avoid not having sufficient entities to carry out the sampling in accordance with the new regulations.
	Second transitional provision. Laboratory Accreditation
A period of two years is granted for the accreditation of laboratories carrying out methods of analysis for the determination of Legionella by culture. However, during that period, laboratories carrying out the determination of Legionella by culture shall at least maintain a quality control system in place for that activity.

	AUTONOMOUS REGION OF CANTABRIA
Add reasonable time limit for the adaptation of laboratories and companies for the accreditation of sampling.
	

	SESA (Spanish Society for Environmental Health)
The accreditation of sampling according to the provisions of Annex VII by the National Accreditation Body (ENAC) shall have a period of 2 years from the entry into force of this Royal Decree.
Comment: Taking into account the workload involved for ENAC in the publication of this legislation and the requirement of accreditation, one year is very little
	

	AQUA AMBIENT
Proposes 2 years: Justification: Given the workload for ENAC in the publication of this legislation and the requirement for accreditation, one year is very little.
	

	AMBIENTALYS CONSULTORÍA Y ANÁLISIS SL
The deadline of one year is very short. We are well aware of the times and the functioning of an accreditation, and one year is not a realistic deadline, also taking into account the large number of entities that will apply for accreditation of sampling immediately after the approval of this Royal Decree. We suggest two years as a more realistic deadline.
	

	Laboplus (Group of Private Environmental Health and Food Safety Laboratories)
· Accreditation of methods of taking of samples analysis.
· The accreditation of sampling as set out in Annex VII by the National Accreditation Body (ENAC) shall have a deadline of one year two years from the entry into force of this Royal Decree.
(Justification: Knowing all that this process entails both for ENAC and for the entities, the one-year period seems absolutely impracticable)
	

	AELI (Spanish Association of Independent Laboratories)
EUROLAB-España (Spanish Association of Test, Calibration and Analysis Laboratories)
FELAB (Association of Test, Calibration and Analysis Entities) 
The period of one year from the entry into force cannot be only for sampling. This is discrimination. If we want to have many accredited laboratories, we have to give them time, one year as also envisaged for facilities 
“The accreditation of sampling and laboratories...”
	The provision is amended to provide for a transitional period for the implementation of the obligation of accreditation of the analytical methods for determining the presence of Legionella.
The proposed transitional period is longer for the accreditation of sampling than for analysis. Given that the current situation in the regulations is different for both situations ("The analyses must be carried out in laboratories accredited for isolation of Legionella in water or laboratories having a quality control system in place for this type of test). The scope of sampling has not followed that route. 
However, given the importance of sampling, a minimum is set for this period.
In such a way that the proposed wording for that provision would be:
1. The accreditation of sampling in accordance with the provisions of Annex VII by the National Accreditation Body (ENAC) shall have a deadline of eight years from the entry into force of this Royal Decree. However, within a maximum period of one year from the entry into force of this Royal Decree, natural or legal persons taking samples for the determination of Legionella shall have a quality control system in place for that activity.
2. A period of three years is granted for the accreditation of the methods of analysis for the determination of Legionella. However, during that period, laboratories carrying out the determination of Legionella shall, at least, maintain a quality control system in place for that activity.

	FEDERATION OF MUNICIPALITIES OF CATALONIA
On the other hand, if the accreditation requirement is maintained, it would be appropriate for non-accredited laboratories to be given time to obtain accreditation if they wish to continue providing the service.
	

	CEAJE (Spanish Confederation of Young Entrepreneurs)
Otherwise, in the alternative, it is proposed that the transitional arrangements be amended so that the obligations arising from these articles are not due until at least three years after the entry into force of the Royal Decree. (Note: No transitional period is foreseen for laboratories)
	

	Alejandro Agudo Garrido
With regard to the introduction of compulsory accreditation of laboratories 
Apply a much longer time frame than one year, especially taking into account the current situation in which it is impossible to allocate a budget item for these purposes from financial resources during this year and in all likelihood next year. A period of 5 years from the publication of the new Royal Decree would give a possibility of adaptation to small companies like ours, which you should not for one moment doubt are essential for our Society.
	

	BIO9000, S.L.U.
We consider that there is currently insufficient analytical or sampling capacity to meet the demand that will be generated by the Royal Decree under study and a transitional provision is necessary with a sufficient period (not less than 2 years) for this purpose, as there are currently not many laboratories or maintenance companies in Spain prepared for such requirements.
	

	Third transitional provision. Validity of the certificate of qualification

	1. A period of six years is granted during which the validity of the certificates of qualification referred to in Order SCO/317/2003 of 7 February regulating the procedure for the approval of training courses for personnel carrying out hygienic and health maintenance operations for facilities at risk of legionellosis, both initial and renewal, will be extended on the date of entry into force of this Royal Decree.

	SESA (Spanish Society for Environmental Health)/AQUA AMBIENT/
1. A period of six years is granted during which the validity of the certificates of qualification referred to in Order SCO/317/2003 of 7 February regulating the procedure for the approval of training courses for personnel carrying out hygienic and health maintenance operations for facilities at risk of legionellosis, both initial and renewal, will be extended on the date of entry into force of this Royal Decree.
Comment: It is correct to extend initial certificates with a duration of 5 years, but not renewal certificates, which should be maintained in order for staff to update their regular training for the next 6 years.
This phrase means that, for the next 6 years, no one has to renew or update the technical knowledge of the initial 25 hour course, with a renewal course. I think it is very important that the courses, especially the first years, must continue to update the training and awareness of the operators who carry out hygienic-health maintenance operations during these 6 transitional years.
	The text has been amended.
Training efforts during this period will be made for courses aimed at obtaining a certificate of professionalism.

	CONAIF
A period of 6 years is granted for holders of certificates of qualification listed in Order SCO 317/2003 to carry out a 20-hour recycling course for validation and accreditation in accordance with the new requirements of this Royal Decree. 
 (Justification: The previous RD required a 25-hour training compared to the 270 currently required. In the same vein, order SCO 317/2003 required professionals to take a retraining course every 5 years to keep up to date with new developments in the legislation. For these reasons it is not considered necessary for professionals to take such a course again, since they have already been taking retraining courses every five years that incorporate the technical and regulatory developments in the field and have the necessary field experience.)
	

	FAE
 “To authorise new editions of courses on the basis of Order SCO/317/2003 of 7 February regulating the procedure for the approval of training courses for personnel carrying out hygienic-health maintenance operations in facilities at risk of legionellosis.”
On the basis of previous experiences, we propose a transitional period of TEN years to be able to continue teaching the courses to obtain the certificate of qualification.
We understand that a period of six years is insufficient to adapt the labour market, WE MUST NOT FORGET THAT WE ARE TALKING ONLY ABOUT HEALTH-HYGIENE CONTROL COMPANIES, BUT THAT FUNDAMENTALLY THE MAINTENANCE AND REVIEW SECTOR IS BEING REGULATED.
	

	2. In order to continue to carry out their activity of maintenance, review and health and hygiene control of facilities, applicators/operators who currently hold a certificate of qualification must comply before the end of this transitional period (six years) with the conditions laid down in such legislation as may be promulgated in implementation of Royal Decree 34/2008 of 18 January by the Ministry of Labour, Migration and Social Security concerning the obtaining of the Professional Certificate corresponding to Professional Qualification Level 2, Hygienic-Health Maintenance of facilities susceptible to proliferation of Legionella and other harmful micro-organisms and their dissemination by aerosolisation, published by Royal Decree 1223/2013 of 1 October supplementing the National Catalogue of Professional Qualifications.

	Autonomous Region of Andalusia
An error is detected in point 2 as reference is made to Royal Decree 1223/2013 when reference should be made to Royal Decree 1223/2010.
Comment: It is amended in line with the proposal of the Ministry of Labour and Social Economy, which includes the correction of the above-mentioned error.

	LABAQUA, S.A.
Reference is made to Royal Decree 1223/2013 of 1 October 2013 supplementing the National Catalogue of Professional Qualifications, when it is actually 1223/2010. 
Comment: Corrected in this sense

	CONAIF
Additional clarification is required as to whether during that 6-year period, the required training under the previous RD, including retraining courses, will continue to be provided.  (Justification: It is not clear whether during this 6-year period, the training provided by the former RD will be continued.)
Comment: It is referred to in point 3 of the Provision.

	4. However, during this transitional period, the Autonomous Regions and cities of Ceuta and Melilla must take appropriate measures to implement Level 2 Professional Qualification, Hygienic and Health Maintenance of facilities susceptible to Legionella proliferation and other harmful micro-organisms, and their dissemination by aerosolisation, such as training to enable applicators/operators to carry out their activities, maintenance, review and health and hygiene control of facilities at risk of legionellosis.

	AUTONOMOUS REGION OF ASTURIAS
It states: “However, during this transitional period, the Autonomous Regions and cities of Ceuta and Melilla must take appropriate measures to implement Level 2 Professional Qualification, Hygienic and Health Maintenance of facilities susceptible to Legionella proliferation and other harmful micro-organisms, and their dissemination by aerosolisation, such as training to enable applicators/operators to carry out their activities, maintenance, review and health and hygiene control of facilities at risk of legionellosis.”
It is proposed to amend the wording of this point to read as follows:
“However, during this transitional period, the Autonomous Regions and cities of Ceuta and Melilla may if necessary take appropriate measures to implement Level 2 Professional Qualification, Hygienic and Health Maintenance of facilities susceptible to Legionella proliferation and other harmful micro-organisms, and their dissemination by aerosolisation, such as training to enable applicators/operators to carry out their activities, maintenance, review and health and hygiene control of facilities at risk of legionellosis.”
Reason: it is quite likely that there will be Autonomous Regions which do not need to implement such a qualification, depending on demand for it.
Comment: The paragraph is amended to that effect

	Fourth transitional provision. Requirements for facilities

	For facilities prior to the entry into force of this Royal Decree, a transitional period of one year from that date is established for the fulfilment of such of the specific requirements set out in Annex III.1 as they did not have to meet previously as a result of the application of Royal Decree 865/2003 of 4 July, Royal Decree 140/2003 of 7 February or any other applicable legislation.

	CEHAT (Spanish Confederation of Hotels and Tourist Accommodations) / OTEA (Hotels and Tourism of Asturias) / HOSBEC (Hotel and Tourism Association of the Valencian Region) / LÉRIDA PROVINCIAL HOTEL & CATERING FEDERATION / ASHOTEL (Hotel & Restaurant Association of Tenerife, La Palma, Gomera and El Hierro)
Considering the diversity of situations that can occur, and even the complexity of their assessment, and in addition to the difficult economic situation in the tourism sector due to the coronavirus pandemic, we understand that the one-year deadline for structural reforms may be insufficient. We request that this deadline be made more flexible by means of specific agreements with the health authorities.
Comment: A period of two years is determined

	Comment: A second adjustment section is inserted with the provisions of the CTE (Technical Building Code), with the following wording: “2. The transitional period established in the foregoing paragraph shall not apply to the requirements covered by the CTE which will be governed by the transitional periods laid down in Royal Decree 314/2006 of 17 March approving the Technical Building Code and its amendments.”

	First final provision. Regulatory powers

	The Minister of Health is empowered to make, within the scope of his or her respective powers, the necessary provisions for the implementation of the provisions of this Royal Decree.

	SESA (Spanish Society for Environmental Health) / AQUA AMBIENT
The Minister of Health is empowered to make, within the scope of his or her respective powers, the necessary provisions for the implementation of the provisions of this Royal Decree, as well as to lay down the necessary rules for the updating of the technical annexes contained therein and for the preparation of technical guides in this regard.
Comment: It is very important to incorporate this sentence, which is already included in RD 865/2003, in the new RD, as it would allow the Ministry to draw up a guide on the new concept of PSL, which will raise many doubts on the part of the inspection, professional sector and operators, and/or to produce another guide or update the Legionella Prevention Technical Guide of the Ministry of Health that complements the RD and Standard UNE 100030.
	Amended accordingly. ‘Second final provision. Regulatory powers
The Minister of Health is empowered to make, within the scope of his or her respective powers, the necessary provisions for the implementation of the provisions of this Royal Decree, as well as to lay down the necessary rules for the updating of the technical annexes contained therein and for the preparation of technical guides in this regard.

	CONAIF
The Minister of Health and Consumer Affairs is empowered to make, within the scope of his or her powers, to develop the provisions of this Royal Decree, as well as to lay down the necessary rules for the updating of the technical annexes contained therein and for the preparation of technical guides in this regard. (Justification: It requires the inclusion of an additional final provision that empowers the ministry to carry out or update existing guides and specifies that they must be complied with. The technical guide developed for the former RD is a very useful document for professionals in the sector and prepared by a group of highly prestigious experts in the field. CONAIF offers to make itself available to the Public Administration for the drafting of these guides)
	

	Other contributions

	JUAN ÁNGEL FERRER AZCONA

	Promote measures involving greater investment in research and development of technologies that allow better prevention and control of Legionella in facilities, so that operators have better tools to ensure greater success in their preventive interventions.
	It is not the subject of the draft royal decree.

	Avoid the eradicating approach to Legionella as seen in the rules for the prevention of Legionella, including this draft RD. It is necessary to reduce corrective cleaning and disinfection measures in the case of small deviations in the amount of Legionella detected in the analyses. These actions constitute a major attack on the environment and facilities due to the waste of large volumes of water, use of chemicals and energy consumption. Despite repeated disinfections, Legionella persists in the facilities due to its ability to survive in biofilms and amoebae. Therefore, more emphasis must be placed on the application of solutions that minimise risk through structural reforms or continuous treatments with new technologies and not only with the excessive or occasional use of large quantities of biocides.
	Disinfection is, according to the current state of science, one of the most effective tools for the control or elimination of microbial agents.
The current proposal allows use of disinfection both in the maintenance of facilities and in the context of corrective actions when levels of Legionella are detected, providing such disinfection is effective, by physical, physico-chemical or chemical methods.

	New RD draft model: Establish a RD with no technical articles (similar to the Technical Building Code (CTE) and the Regulation on Thermal Installations in Buildings (RITE), which have their legal support in two Royal Decrees with no technical articles, and include the rest as an annex). In my modest view, that should be the new legislative strategy in this draft RD. Brief and concise articles with the inescapable legal issues and the approval of a technical document, as long as necessary, but mandatory and above all easily updated.
Establishment of a technical committee to advise on the regulation: Beyond the existing public health administrative bodies, composed of the different public administrations, a technical advisory committee should be set up for the prevention and control of legionellosis in facilities, buildings and activities. It should include technical representatives from the General State Administration, the Autonomous Regions, agents of the sector and universities and scientific societies, as well as persons of recognised prestige in the prevention and control of Legionellosis.
That advisory committee would serve, in line with the provisions of Royal Decree 1027/2007, to: • analyse the results obtained in the practical application of the Regulation by proposing criteria for its correct interpretation and application.
• receive proposals and comments from public administrations, sector agents and users and proceed to study and consider them.
• study and propose the updating of the regulation, in line with the evolution of the technology.
• study international activities in this area, especially in the European Union, and propose corresponding actions.
	In drafting the Royal Decree, attempts have been made to establish the text with the minimum possible content and include the rest in annexes.
With regard to the proposal for the creation of a technical committee to advise on the Regulation, the subject matter of the proposal for a royal decree falls within the framework of different health regulations and, in particular, the Law on Public Health (Law 33/2011 of 4 October), which provides for coordination or advisory forums with the various public administrations and with the sectors and the scientific community.


	Issuer of the contribution
	Contribution
	Comment

	Annex I. Facilities and equipment affected by this Royal Decree

	AUTONOMOUS REGION OF CATALONIA
We note that the titles of each part of this Annex (Parts A, B, C and D) do not in all cases conform to the types of facilities they include. For example, we find ornamental fountains in building interiors, and cooling towers and firefighting systems in outdoor installations. Therefore, we propose to delete the titles of Parts A, B, C and D.
We consider it important to include the fact that a Guide will be developed to specify the criteria on the basis of which a Part E facility will be deemed to fall within the scope of the RD or not, otherwise confusion and lack of clarity may arise.
Comment: In relation to the first contribution: The paragraphs have been deleted. As regards the second contribution, reference is made to the second final provision.

	SESA (Spanish Society for Environmental Health)
Comment: The classification of facilities in this Annex is not maintained in the wording of the following Annexes. It is very important that it be maintained throughout the annexes, in order to avoid confusion. For example, in Annex III on maintenance the classification is no respected, with facilities that were previously in Part A, such as towers, now in Part B; part D facilities for sanitary use (not mentioned again in any annex). Again, there is a different classification in Annex IV on Cleaning. For the Health Authority it is very complex to work with different designations of the facilities in the different sections. The RD must reflect all facilities that may cause a risk of Legionella proliferation, with clear and concise names, so as not to give rise to different interpretations.
In particular, a division of hot water installations should be included:
- domestic hot water without accumulation and no return.
- domestic hot water without accumulation and with return.
- domestic hot water with accumulation and no return.
- domestic hot water with accumulation and return.
The different items of water spraying equipment in the environment and their various names should also be detailed: Microclimate installations, environmental nebulisers, cold stoves, etc. As the planned classification does not make clear the inclusion of nebulising humidification systems used to improve the appearance of fresh foods or ornamental plants, among other similar devices.
PART E should also be developed and detailed. Any other installation that uses water in its operation and produces or is likely to produce aerosols that may pose a risk to the health of the population. This would avoid operators whose installations have not been included in the Annex failing to comply with cleaning, sampling, etc.
Comment: In order to avoid errors, bearing in mind that a comprehensive development of each facility or group of facilities is not included in the proposed text, it is considered appropriate to delete the term “Part” throughout this Annex.
The fact that not all the facilities referred to in Annex I are specifically developed does not mean that they do not have to comply with the general requirements and, where appropriate, those specifically covered by the various annexes to the proposed RD.

	PART A. Installations in buildings, means of transport and processes:
1. Drinking water systems.
2. Cooling towers and evaporative condensers.
3. Evaporative cooling equipment.
4. Industrial humidifying plants.
5. Humidifiers.
6. Fire-fighting water systems

	CEHAT (Spanish Confederation of Hotels and Tourist Accommodations) / OTEA (Hotels and Tourism of Asturias) / HOSBEC (Hotel and Tourism Association of the Valencian Region) / LÉRIDA PROVINCIAL HOTEL & CATERING FEDERATION / ASHOTEL (Hotel & Restaurant Association of Tenerife, La Palma, Gomera and El Hierro)
We understand that firefighting water systems should not be considered in principle as installations at risk given their low or zero aerosol generation except for occasional checking operations.
However, if it is considered a risk facility, the particularity of these facilities should be taken into account in the subsequent annexes.
Comment: The reference to the type of risk has been deleted, as the same installation may be susceptible to different risks at different times. 
In accordance with Article 7.1, the Plan must be adjusted to the particularities and characteristics of the facility, and it shall be for the operator of the facility to adjust the Plan to such circumstances.

	PART B. Recreational facilities:
Heated water systems or systems with temperatures similar to those of heated water systems (≥ 24°C) and aerosolisation with or without agitation and with or without recirculation through high-speed jets or air injection, multi-purpose pool sections with this type of installation, with play facilities, water play areas, water mushrooms, water curtains and waterfalls, etc., among others.

	AUTONOMOUS REGION OF NAVARRE
SCOPE OF APPLICATION. - The measures contained in this Royal Decree shall apply to the facilities described in Annex I.
1. In this Annex, Part B, Recreational Facilities, states: “Heated water systems or systems with temperatures similar to those of heated water systems (≥ 24°C) and aerosolisation with or without agitation and with or without recirculation through high-speed jets or air injection, multi-purpose pool sections with this type of installation, with play facilities, water play areas, water mushrooms, water curtains and waterfalls, etc., among others.”
This definition means that any uncovered pool section containing one of the above elements falls within the scope of this legislation. The following will refer only to the uncovered sections, since we understand that heated sections producing aerosols are indeed facilities of risk.
Statistical data on the number of outbreaks or isolated cases supporting this decision and the extent by community of the cases produced are unknown. If, as seems to be the case, this proposal is due to the interests of a particular autonomous region, the logical approach is to include it in the regulatory scope of that region, not to allow it to affect other regions in which this problem has not been detected due to their climatological conditions and the type of facilities, location, etc.
The more so if we take into account that the wording of this point presents difficulties in complying, since the limiting factor is going to be the temperature of the water. If it is below 24°C we are to understand that it is not an installation at risk and if it is above 24°C then it is.
First, this would require the monitoring of the water temperature of the uncovered sections and the control of Legionella, which is not covered by Royal Decree 742/2013 of 27 September, since these controls are imposed on heated sections.
Secondly, and assuming that the temperature is controlled, are we to consider a section with playthings, etc. as being at risk when it continuously exceeds that temperature or is it enough for it to just exceed it once for it to be so considered throughout the season - or only when it exceeds it? It must also be understood that there are no data from previous seasons to make a pre-assessment before the season to qualify them as of one type or another.
If as a result of monitoring of this type of section we detect the presence of Legionella spp, and we are not talking about Legionella pneumophila, which is the riskiest, this would oblige us to carry out the cleaning and disinfection treatment set out in Annex IV. This procedure requires emptying the pool, bearing in mind that we are talking in some cases of more than 300 cubic meters of water. We would therefore leave the section unused for an extended period and account should be taken of the scarcity of this resource in summer season and the impact of this on supply managers.
We therefore request that the wording be amended in Annex I, as follows:
Heated water system and aerosolisation with or without agitation and with or without recirculation through high-speed jets or air injection, multi-purpose pool sections with this type of installation, with play facilities, water play areas, water mushrooms, water curtains and waterfalls, etc., among others.
Otherwise, at least the requirements for this type of pool section must be amended so that treatment is required only if Legionella pneumophila is detected and the treatment to be applied is changed so that disinfection can be carried out without having to drain the pool.
2. Speaking now as a whole, i.e. both heated sections and those with similar temperatures, it should be noted that the design requirements set out in Annex III for these types of pools or tubs state: “pools or tubs with recirculation of water must have a water treatment system which shall at least consist of continuous automatic recirculation, filtration, renewal and disinfection”
These design requirements do not indicate the purification cycles to be applied for the different types of pool sections, nor are they indicated in Royal Decree 742/2013, so this assessment criterion will depend on what is established in the regional regulations, with the consequent diversity of requirements.
In view of the above, thought should be given to what will happen with the existing hydromassage tubs that have been required to have a purification cycle of half an hour, based on the provisions of Royal Decree 865/2003, if now that this requirement disappears with the new Royal Decree the regional regulations establish longer purification cycles. This problem does not arise in Navarre since Provincial Decree 86/2018 establishes the recirculation of the volume of water in the hydromassage tub as half an hour, but it represents discriminatory treatment of the investment they have had to make.
3. Amend PART B: Recreational facilities:
a) Leave the wording of RD 865/2003. Reason: We should remember that, in addition to the heating of the water, it is necessary for aerosols to be produced due to the existence of air injection or high-speed jets, and they usually refer to tubs located indoors.
According to this wording, any pool section that has a play element reaching 24°C can be included. We believe that, in any case, it can be an aspect that can be taken into consideration in the programmes of the Autonomous Regions with warmer climates.
b) In addition, the regulations on swimming pools do not require the temperature to be measured in unheated sections. 
c) It is necessary to change the wording in all sections of the draft where this definition appears.
Comment: The list in Annex I is not the determinant of whether or not the RD applies to a facility. The factors determining whether a facility is subject to the scope of the proposed RD are those referred to in Article 3 (regardless of whether or not a facility is listed in Annex I).

	REGION OF VALENCIA
Where it says: Heated water systems or systems with temperatures similar to those of heated water systems (≥ 24°C) and aerosolisation with or without agitation and with or without recirculation through high-speed jets or air injection, multi-purpose pool sections with this type of installation, with play facilities, water play areas, water mushrooms, water curtains and waterfalls, etc., among others. 
New wording: Heated water systems or systems with temperatures similar to those of heated water systems (≥ 24°C) and aerosolisation with or without agitation and with or without recirculation through high-speed jets or air injection, multi-purpose pool sections with this type of installation, with play facilities, water play areas, water mushrooms, water curtains and waterfalls, among others.
Comment: Amended accordingly

	LABAQUA, S.A. 
Heated swimming pools which do not have agitation or aerosolisation elements: Do they have to comply with this legislation? 
Comment: If they are not susceptible of aerosolisation, no.

	PART C. Urban facilities:
1. Ornamental fountains with diffusion of aerosols and accessible fountains.
2. Sprinkling irrigation systems in the urban environment or at golf links or sports fields.
3. Evaporative cooling devices by spraying by means of aerosol cooling elements.
4. Vehicle washing systems.
5. Public road washing machines and road cleaning vehicles
6. Any element intended for cooling or humidification capable of producing aerosols not included in the other points.

	SESA (Spanish Society for Environmental Health)/ AQUA AMBIENT)
3. Evaporative spray cooling devices using aerosolisation cooling elements, such as nebulisers.  Comment: In either C.6 or E, nebulisers should be explicitly mentioned. If not, there will be many doubts as to whether this type of currently very usual apparatus is covered.
Comment: It is not the purpose of the decree to provide an exhaustive and detailed list of all possible installations to which the RD might apply. With any type of facility the question to answer is: Do the circumstances referred to in Article 3 apply?

	PART D. Facilities for sanitary/therapeutic use:
1. Respiratory therapy equipment.
2. Ventilators.
3. Nebulisers.
4. Pressurised water systems in dental treatments.
5. Therapeutic baths with pressurised water.
6. Installations using water declared as mineral-medicinal or thermal.

	REGION OF VALENCIA
Suggestion: Where it says: 6. Installations using water declared as mineral-medicinal or thermal. 
New wording: 6. Installations using water declared as mineral-medicinal or thermal.
	Amended accordingly.

	AUTONOMOUS REGION OF ARAGON
6. Installations using water declared as mineral-medicinal or thermal with aerosolisation” (To bring the names in line with Annex IV Part D.2. Replace the term “and/or”, which the Royal Spanish Academy advises against, with the term “or”.)
	

	PART E. Any other facility that uses water in its operation and produces or is likely to produce aerosols that may pose a risk to the health of the population (e.g. scrubbers, stripping towers, gas washing machines, VOC disposal plants, sewage treatment plants, etc., depending on their pH, temperature, operation, location, etc.)

	LABAQUA, S.A. 
Where the example of the WWTP (waste water treatment plant) is given: 
Does this refer to the risk of aerosol generation during the treatment phases? It is difficult to perform certain maintenance operations on some of this equipment due to its design and operation characteristics. For example, cleaning and disinfection in a WWTP. What would be the scope of maintenance from the point of view of prevention and control of Legionella? 
Comment: The scope of the maintenance programme must be consistent, as set out in the RD, with the characteristics and peculiarities of the facility

	Laboplus (Group of Private Environmental Health and Food Safety Laboratories) / Miguel Sabriá Leal
PART E. Any other facility that uses...... operation, location, etc.) or that can remove Legionella contaminated particles as compost, pot soil or composting plants.
(Justification: The incidence of cases and outbreaks of legionellosis due to compost manipulation activity by both private individuals and professionals in the gardening activity has been documented every day in Europe. This would imply the possibility of information measures for users, as well as the prevention of occupational risks for workers, and at the same time the adoption of measures in compost processing and packaging plants. The latest publication: An outbreak investigation of Legionella non-pneumophila Legionnaires’ disease in Sweden, April to August 2018: Gardening and use of commercial bagged soil associated with infections. Euro Surveill. 2021;26(7):pii=1900702. https://doi.org/10.2807/1560-7917.ES.2021.26.7.1900702)
Comment: It is not the purpose of the decree to provide an exhaustive and detailed list of all possible installations to which the RD might apply. With any type of facility the question to answer is: Do the circumstances referred to in Article 3 apply?


ANNEX I. Non-exhaustive list of facilities and items of equipment
Comment: In order to clarify the role and facilitate the understanding of the different parts covered by the remaining Annex I RD Annexes, it is considered appropriate to establish a list without establishing any parts thereof.
	Issuer of the contribution
	Contribution
	Comment

	ANNEX II. Notification document for cooling towers and evaporative condensers

	AUTONOMOUS REGION OF CATALONIA
It proposes including a paragraph to indicate whether a priority facility is concerned.
Comment: This indication is included in the notification model

	INTIME DESARROLLOS INFORMÁTICOS S.L
That the format of the document can be represented in a different way due to the different formats or digital applications, but it must always carry all the information present in this document. 
Reference to all documentation can be presented digitally and stored both in portals or digital platforms to be consulted, both by the owners of the facility, the company that performs the treatments and the inspectors. 
The format of any documentation need not be strict and it can always be presented within a different corporate framework and image, provided that it contains all the information present in the RD
Comment: “Model of...” is incorporated for the purpose of indicating the information it must contain.

	Autonomous Region of Madrid
The notification document for cooling towers and evaporative condensers refers to fixed and mobile facilities, which is confusing because towers and condensers are fixed facilities.
Comment: There are cooling systems that support large mobile installations (canopies, etc.)

	REGION OF VALENCIA
Where it says: There are in the vicinity: □ Old people’s homes □ Hospitals □ Others □ 
New wording: Always place the squares to the right
Comment: This is rectified to this effect.

	HEALTH AND ENVIRONMENT SECTION OF SEVILLE CITY COUNCIL.
Annex II must include the address for purpose of notification, which is not always the same as the location of the tower.
Comment: This contribution is incorporated


	Issuer of the contribution
	Contribution
	Comment

	ANNEX III. Requirements for facilities or equipment and water quality.

	1.  DESIGN REQUIREMENTS FOR INSTALLATIONS OR EQUIPMENT

	Comment: This section, in relation to the design, materials and equipment or installations, brings together those that are common to all types of facilities or equipment and those that are specific to a particular type of facility will be reflected in the relevant Part.

	New and existing facilities, when undergoing refurbishment, as well as when deemed necessary by the health authority for health protection reasons, shall have a technical report or certification of compliance with these requirements issued by the technical head.

	Autonomous Region of Catalonia
We propose to delete the first paragraph of this annex (“New and existing facilities, when undergoing refurbishment, as well as where deemed necessary by the health authority for health protection reasons, shall have a technical report or certification of compliance with these requirements issued by the technical head”), as this is already laid down in Article 5.
Comment: This paragraph is deleted as it is contained in the articles (Article 5, moved to 6)

	DIPSALUT (Independent Public Health Body of Girona Provincial Council)
In the event of partial refurbishment, the technician shall certify or draw up a technical report on the compliance of the part concerned; if the owners cannot assume the renovation of the entire facility, will reports or certificates for a part of the facility be accepted? If we only change accumulators that meet criteria, but do not change pipes of inappropriate material. How can a technical report or certification of compliance be issued for only one part? How must the report or certificate of compliance be? It may be that some requirements cannot be changed. 
Comment: The words “partial or total” are not explicitly included in the text, because total refurbishment implies replacement (new). It follows that certifications of partial refurbishment of the facility are covered by the proposed paragraph.

	SESA (Spanish Society for Environmental Health) / AQUA AMBIENT
New and existing facilities, when undergoing refurbishment, as well as where deemed necessary by the health authority for health protection reasons, shall have a technical report or certification of compliance with these requirements issued by a qualified technician.
Comment: Better to change the name. In this case it is not the technical head of the ROESB who performs the design but normally the technician/engineer. Of course if the technical head is also an engineer and has knowledge of the RITE, he could also do it. This avoids possible misinterpretations.
	In a PPCL, different responsible people are identified, depending on the programme and the activity being addressed. 
In turn, there is the Technical head of the PPCL. Which is the highest technical responsibility for the implementation of this RD.
Articles 5 and 6 of the RD have been amended accordingly.

	LABAQUA, S.A. 
- In order to comply with the design requirements, structural changes will be required in certain facilities: Will a period of structural adaptation be stipulated? 
- In order to avoid regulatory discrepancies: Has it been confirmed that design aspects do not run counter to existing regulations such as RITE, CTE and other industrial regulations? 
	

	CONAIF
New and existing facilities, when undergoing refurbishment [...] shall have a technical report or certification of compliance with these requirements issued by the technical head or a company authorised by the RITE or the RSIF (Justification: The competence to refurbish the facilities affected by the RITE or the RSIF lies with the professionals authorised in such regulations)
	

	Pall España, S.A.U.
	

	It is proposed to include a point where preference is given to showers and shower hoses with a design that avoids scaling, as well as properties that prevent microbial growth and biolayer formation: “Shower heads and hoses must preferably be selected from materials that do not favour microbial growth and biolayer formation, with designs that prevent scaling.”
Justification: Preference should be given to showers and hoses that have a design that avoids scaling, as well as properties that prevent microbial growth and biolayer formation. For years there have been showers specially designed for this purpose in the market, in addition some of them are made of bacteriostatic materials.
	The contribution concerning “avoiding scaling” would apply to all types of facilities and not only to the terminal points of the drinking water system. For this reason, the inclusion of a second point concerning the design and materials of the facilities has been considered: “The design and materials used in facilities and equipment shall prevent scaling, microbial growth and biolayer formation.”

	Point-of-use filters can be used temporarily while other definitive engineering measures are applied, and their use must also be considered in cases of systemic disinfection, where biolayer is released into the flow of water. General recommendation, based on the recommendations implemented in the United Kingdom; see application document, point 2.117 on page 39 of the document https://www.hse.gov.uk/pUbns/priced/hsg274part 2.pdf.
	If effective, there would be no arguments to limit their use in favour of other engineering measures. However, it is a decision of the operator of the facility to opt for them to the detriment of other measures of different kinds.

	PART A. Indoor drinking water installation

	SESA (Spanish Society for Environmental Health)
Comment: The classification of facilities in this Annex is not maintained in the wording of the following Annexes. It is very important that it be maintained throughout the annexes, in order to avoid confusion. For example, in Annex III on maintenance the classification is no respected, with facilities that were previously in Part A, such as towers, now in Part B; part D facilities for sanitary use (not mentioned again in any annex). Again, there is a different classification in Annex IV on Cleaning. For the Health Authority it is very complex to work with different designations of the facilities in the different sections. The RD must reflect all facilities that may cause a risk of Legionella proliferation, with clear and concise names, so as not to give rise to different interpretations.
Comment: The title is in accordance with that set out in Annex I.: “Drinking water system” and in this sense it will be reproduced throughout the text of the RD.

	2. The water shall have at least filtration systems in accordance with the Technical Building Code.

	DIPSALUT (Independent Public Health Body of Girona Provincial Council)
It says that at least the filter must be CTE (25-50 microns) Would those currently installed that comply with UNE13443-1 (80-150 microns) not serve and must they be changed in one year?
	The Legionella RD was approved in 2003 and refers to the obligation to have filtration systems according to the standard UNE-EN 13443-1, water conditioning equipment inside buildings - mechanical filters - part 1: particles of dimensions between 80 mm and 150 mm - operating requirements, safety and test.
The CTE was approved in 2006 (Royal Decree 314/2006 of 17 March approving the Technical Building Code) and the part of Article 13 (HS:4 has not been amended since then) and provides that the filter must be of type Y with a filter threshold of between 25 and 50 μm,...."
Consequently, from the date of entry into force of the CTE, in line with the provisions of paragraph 3 of its sole repealing provision, the CTE would apply, and not the requirement of RD 861/2003 of 4 July. Its first and second transitional provisions would also apply.
References to transitional periods of the conditions laid down in the CTE are incorporated in the relevant transitional provision [of the draft RD].

	CEHAT (Spanish Confederation of Hotels and Tourist Accommodations) / OTEA (Hotels and Tourism of Asturias) / HOSBEC (Hotel and Tourism Association of the Valencian Region) / PROVINCIAL HOTEL FEDERATION OF LERIDA / ASHOTEL (Hotel and Restaurant Association of Tenerife, La Palma, Gomera and El Hierro)
With respect to point 2, this change of criterion for filtration will mean that the vast majority of tourist establishments will have to change their filters which complied with the current Legionella prevention regulations. We do not consider that there is a technical justification to support this change of criterion or that other factors such as the waste of water in automatic car-washing systems have been weighed.
	

	AMBIQAI
Particulate filters according to Article 7(1)(b) of R.D. 865/2003 (filtering particles of dimensions between 80 μm and 150 μm-operation, safety and test requirements, according to UNE-EN 13443-1); will they no longer be valid? Be more specific, stating that the type of filter to be installed is included in the Technical Building Code, Basic Document HS Sanitation HS 4 Supply of water, in point 3.2.1.2.2 “General installation filter”
	

	CONAIF
	2. At least have filtration systems in accordance with the Technical Building Code or the technical guide for the application of Royal Decree. (Justification: The technical guide is considered to be a good reference document for consultation and provides sufficient guarantees in terms of selection of equipment.)
	The provisions of the regulations corresponding to the Technical Building Code have a higher rank than a technical guide for the application of Royal Decree 865/2003 of 4 July establishing the hygienic-health criteria for the prevention and control of legionellosis.

	
	It is necessary to include in the corresponding table in Annex VI and VII the need for monitoring and control, with the consequent need to install water hardness treatment equipment, such as decalcifiers or scale inhibitors. (Justification: The scaling that causes water hardness by precipitation of calcium carbonate is an ideal precursor to the proliferation of Legionella.  \Section 4.1.2 of Chapter 2 of the Technical Guide to the Implementation of Royal Decree 865/2003.
	It is included in point 2 of this Annex.
“...Building. If necessary, the need for water hardness treatment equipment, such as softeners or scale inhibitors shall be assessed."

	4. It shall use materials that may be in contact with water for drinking, capable of resisting disinfection by high concentrations of chlorine or other disinfectants or by heating, avoiding those that favour microbial growth and the formation of biolayers.

	Pall España, S.A.U.
It is proposed to include a point where preference is given to showers and shower hoses with a design that avoids scaling, as well as properties that prevent microbial growth and biolayer formation: “Shower heads and hoses must preferably be selected from materials that do not favour microbial growth and biolayer formation, with designs that prevent scaling.” Justification: Preference should be given to showers and hoses that have a design that avoids scaling, as well as properties that prevent microbial growth and biolayer formation. For years there have been showers specially designed for this purpose in the market, in addition some of them are made of bacteriostatic materials.
	The contribution concerning “avoiding scaling” would apply to all types of facilities and not only to the terminal points of the drinking water system. A general paragraph has been included in that regard.

	5. In terminal elements, low aerosolisation diffusers must preferably be selected, especially in taps.

	DIPSALUT (Independent Public Health Body of Girona Provincial Council)
	The term terminal elements is used and not terminal points as defined in Article 2 (definitions).
	The word “elements” is replaced by “points” since the latter is used throughout the text of the RD.

	SESA (Spanish Society for Environmental Health)/AQUA AMBIENT/ Miguel Sabriá Leal;
5. In terminal elements, low aerosolisation diffusers must preferably be selected, especially in taps. Taps or devices that are not used and which involve stretches of stagnant water should be removed.
Comment: The first paragraph of this part, in general, refers to “ensure the correct circulation of water, avoiding stagnation,” which also affects terminal points, including taps or showers.  In turn, the C&D programme sets guidelines for taps and showers used infrequently or not at all. 

	6. In cold water facilities:
a) Keep the temperature of the water in the cold water circuit as low as possible by seeking, where weather conditions permit, a temperature below 20°C, for which the pipes shall be sufficiently far removed from hot water or thermally insulated pipes.
b) If the indoor cold water system has tanks, these must comply with the requirements set out in Article 11 of Royal Decree 140/2003 of 7 February. If located outdoors, they shall be thermally insulated and protected. 
c) If the addition of disinfectant is necessary, it shall be added to the accumulator tank by means of automatic or semi-automatic dispensers ensuring the homogeneous distribution of the disinfectant and taking into account pH levels to ensure disinfection. Steps must be taken to ensure a minimum contact time between water and disinfectant.
d) The tanks must be equipped with an indoor water temperature measurement system and an accessible purge valve at the lowest point allowing them to be drained, and must allow water to be sampled.

	DIPSALUT (Independent Public Health Body of Girona Provincial Council)
In paragraph 6(a) If the climate conditions do not allow it, propose what alternative we have, check if cold water comes in a few minutes? Described in detail in Annex IV - Part a.2. Add it here?
Comment: The measures aimed at preventing the presence/proliferation of Legionella to be covered in the Plan, as indicated in Article 7(1), must be consistent with the characteristics and specificities of each facility. 

	DIPSALUT (Independent Public Health Body of Girona Provincial Council)
In paragraph 6(b)
Will all those concrete cold water tanks with no purge in the lower part have to be adapted in 1 year?
Comment: Royal Decree 865/2003 of 4 July laying down hygiene and health criteria for the prevention and control of legionellosis already provided that “Indoor installations for water for drinking shall:
a) Ensure total watertightness and correct circulation, avoiding stagnation, as well as having sufficient purging points to completely drain the installation, which will be sized to allow the complete elimination of sediments”.

	PONTEVEDRA TERRITORIAL HEALTH DEPARTMENT (GALICIAN REGIONAL GOVERNMENT)
Paragraph 6(b). As it is drafted, it seems that if the tanks are in the open air they do not have to comply with Royal Decree 140/2003. I believe it should be emended to read something like “If they are in the open air they will have to comply with Article 11 of Royal Decree 140/2003, and in addition they must be thermally insulated and protected”, or “If they are in the open air they will also have to be thermally insulated and protected”.

	Autonomous Region of Catalonia
Point 6(c): We propose to delete the word “accumulator” so that there is no confusion with domestic hot water accumulators. In addition, we propose to add a minimum contact time of 30 minutes, in line with the other facilities.
	This paragraph does not correspond to design we suggest it be transferred to the Treatment of the facility Annex (cleaning and disinfection)

	REGION OF VALENCIA
Paragraph 6(c): If the addition of disinfectant is necessary, it shall be added to the accumulator tank by means of automatic or semi-automatic dispensers...  New wording: C) If the addition of disinfectant is necessary, it shall be added to the tank by means of automatic or semi-automatic dispensers...
	

	PONTEVEDRA TERRITORIAL HEALTH DEPARTMENT (GALICIAN REGIONAL GOVERNMENT)
Paragraph 6(c):  It would be advisable to add some kind of technical specification on the minimum contact time of water and disinfectant, otherwise the criterion is so free as to be unusable, since anyone can impose his own without its being based on anything consistent, e.g. relying on the criterion set by the biocidal product manufacturer. In addition, at least sodium hypochlorite should be given as the most commonly used disinfectant (half an hour is the usual number).
Comment: The minimum water contact time and disinfectant may vary depending on the product used. Therefore, it is not advisable to introduce a minimum time, especially given the evolution of the biocidal products sector.
	

	SESA (Spanish Society for Environmental Health) / AQUA AMBIENT
c) If the addition of disinfectant is necessary, it shall be added to the accumulator tank by means of automatic or semi-automatic dispensers ensuring the homogeneous distribution of the disinfectant and taking into account pH levels to ensure disinfection. Steps must be taken to ensure a minimum contact time between water and disinfectant. Comment: See argument on Article 2. Definitions. The new definition proposed includes both dosers, being able to apply one or the other according to the best possible technique.
Comment: See comments for the purposes of Article 2.
	

	AELI (Spanish Association of Independent Laboratories)/EUROLAB-España (Spanish Association of Test, Calibration and Analysis Laboratories)/FELAB (Association of Test, Calibration and Analysis Entities)
Paragraph 6(c) Delete the reference to “If the addition of disinfectant is necessary”. ... "so that the text reads: “The disinfectant shall be added...” Justification: disinfectant is OBLIGATORY according to RD.140/2003, so the reference to necessity must be deleted.
Comment: Alternative disinfection methods to the use of biocidal products cannot be ruled out.
	

	BIOVIDRIO, S.L.
Mention is made of aspects that entail a limitation of free competition, since, although the use of any product registered with the Ministry of Health is allowed, on the other hand the text refers to “automatic or semi-automatic” dispensers for the dosing of products, which implies a clear positioning in favour of liquid products, which undoubtedly harms solid product manufacturers, of which we are one.
As you know there are many solid products on the market, which are added according to the decision of the Ministry of Health for the registration of the products, in the water basin of the circuit. Even manufacturers of towers and evaporative condensers, such as Evapco, have developed slow-dissolving solid products for cooling tower and condenser circuit applications to avoid having to install automatic dosing systems.
Similarly, the use of solid products with slow leaching in water, according to the opinion of the Ministry of Health of 10 August 2004, is perfectly valid for the purpose of maintaining a concentration of residual biocidal product in water, and therefore does not require the installation of automatic dispensers. This is the market trend in other countries - solid, concentrated, easy-to-handle product.
Please take our remarks into account and do not expressly request the dosage of products with or without manual or automatic dispensers, but simply that the manufacturers’ instructions be followed. Otherwise, we believe that the rule would violate free competition in favour of certain liquid products and other interests, as well as reintroducing uncertainties in the interpretation of Royal Decree 865/2003.
Revised Royal Decree 140/2003 (water for drinking) does not establish a specific requirement for automatic/semiautomatic dosing. 
Therefore, while the reference focuses on cooling towers and evaporative condensers, we consider it correct to indicate the objective of “to ensure the homogeneous distribution of disinfectant” the way to achieve it being different depending on the type of biocidal product used.
Comment: In order not to restrict the possibility of using non-liquid disinfectants, references to dispensers will include the phrase “where appropriate...”.
	

	AUTONOMOUS REGION OF THE REGION OF MURCIA
Remove “from a temperature measuring system representative of indoor water”. (Continuous temperature determination in the cold water system is not necessary. If it depends on weather conditions little can be done to correct it.
Comment: Maintained as temperature can be a contributing factor to the proliferation of Legionella
	On the basis of the input received, the following wording is proposed:
“c) The tanks shall be equipped with an indoor water temperature measurement system, where appropriate, with an automatic disinfectant dispenser and an accessible purge valve at the lowest point allowing them to be drained, and they shall allow water to be sampled.”

	Autonomous Region of Catalonia
Point 6(d): We propose to eliminate the requirement that they be equipped with an indoor water temperature measurement system, since, although the temperature must be looked at, it should not be mandatory for it to be continuously monitored. We propose to add the following clarification: allowing them to be “completely” drained.
	

	7. In hot water facilities:

	a) Manhole: Water storage elements of 750 litres or more must have an easily accessible manhole, with a minimum diameter of 400 mm, allowing inspection, cleaning, maintenance disinfection and corrosion protection. In tanks of less than 750 litres, access shall be provided for maintenance of cleaning and disinfection of all interior surfaces. 

	Autonomous Region of Catalonia
Add “or an equivalent system allowing visual inspection.” We propose this because there are the “tank in tank” accumulators that use this system and do not seem to involve problems, and they are widespread.
	Amended as follows: 
a) Manhole: Water storage elements of 750 litres or more must have an easily accessible manhole, with a minimum diameter of 400 mm, allowing inspection, cleaning, maintenance disinfection and corrosion protection. Tanks of less than 750 litres and double-tank inter-accumulators (with water accumulation volumes of less than 750 litres) shall be provided with appropriate accesses for inspection, cleaning, emptying and sampling appropriate to their design characteristics as defined in UNE-EN 12897+ A1 Specification for indirectly heated unvented (closed) storage water heaters.

	AUTONOMOUS REGION OF NAVARRE
Amend paragraph 7(a) For accumulators with a capacity of less than 750 litres, we consider it appropriate to require at least the access sizes specified in UNE 12897:2017 + A1. Reason: Not any access allows review, cleaning and disinfection operations 
	

	DIPSALUT (Independent Public Health Body of Girona Provincial Council)
· Must all accumulators be accessible, including those with a volume of less than 300 litres?
· The fact that they allow cleaning of all interior surfaces implies that they cannot have inner tubular coil that running throughout the accumulator (inaccessible for total cleaning if they have handhole)?
	

	SESA (Spanish Society for Environmental Health)
a) Manhole: Water storage elements of 750 litres or more must have an easily accessible manhole, with a minimum diameter of 400 mm, allowing inspection, cleaning, maintenance disinfection and corrosion protection. In tanks less than 750 litres, access shall be available to allow maintenance of cleaning and disinfection of all interior surfaces, except if they are double tank. Double-tank inter-accumulators (with water accumulation volumes of less than 750 litres) must be provided with appropriate accesses for inspection, cleaning, emptying and sampling appropriate to their design characteristics as defined in the UNE-EN 12897 standard that applies to them.
Comment: The wording of this paragraph does not specifically cover tank in tank systems. Given the difficulties in accessibility of these accumulators, Standard UNE 100030:2017 establishes higher accumulation temperatures (>70°C). Although inaccessibility to the interior is a drawback, low volumes of accumulation (< 750 l), requiring high rates of water renewal, is a plus point.
The requirements laid down in Standard UNE 100030:2017 for this type of equipment on access to interior cleaning and disinfection equipment, and for inspection, emptying and sampling as defined in Standard UNE-EN 12897, should be reflected, and water maintenance temperatures above 70ºC should be established.
	

	AQUA AMBIENT
Add: k) For electrical hot water heaters with accumulation, but without a closed-loop water system, the same observations should be taken into account in terms of accumulators, water temperature, pipelines and terminal elements as those already mentioned for the rest of the facilities. However, as in general because of their small size, they do not have either a manhole allowing access to the interior surfaces or lower purging. They must be able to heat water to 60°C.
Justification: For 20 years we have not solved the issue of small electric water heaters, which have no inspection hole or purge, so it is an opportunity to clarify it and resolve it.
	

	FEGECA (Association of Manufacturers of Generators and Heat Emitters)
“(a) Manhole: Water storage elements of 750 litres or more must have an easily accessible manhole, with a minimum diameter of 400 mm, allowing inspection, cleaning, maintenance disinfection and corrosion protection. In tanks of less than 750 litres, access shall be provided for maintenance of cleaning and disinfection of all interior surfaces.
Double-tank inter-accumulators (as defined in Standard UNE 100030:2017 and with accumulation volumes always below 750 litres) must be provided with appropriate accesses for inspection, cleaning, emptying and sampling appropriate to their design characteristics as defined in UNE-EN 12897 which applies to them.”
	

	CEHAT (Spanish Confederation of Hotels and Tourist Accommodations) / OTEA (Hotels and Tourism of Asturias) / HOSBEC (Hotel and Tourism Association of the Valencian Region) / LÉRIDA PROVINCIAL HOTEL & CATERING FEDERATION / ASHOTEL (Hotel & Restaurant Association of Tenerife, La Palma, Gomera and El Hierro)
Point 7(a) does not cover the individual electric water heaters (domestic) that many apartments and bungalows have, and which do not have a practicable inspection hole. 
	

	AELI (Spanish Association of Independent Laboratories)/EUROLAB-España (Spanish Association of Test, Calibration and Analysis Laboratories)/FELAB (Association of Test, Calibration and Analysis Entities)
Refer specifically to “Personhole” (manhole could nowadays be considered as gender discrimination) and “Handhole”
Manholes: 1)....... ≥ 750.... “Personhole” or “Personal Hole” 
2).... <750 litres …. “Handhole”
Comment: The generic term is used.

	b) Controls: The accumulators shall be equipped with a temperature measuring system representative of the indoor water and equipped with an accessible purge key in the lower part of the tank, which allows complete emptying and sampling and which shall also be lower than the water outlet.

	AUTONOMOUS REGION OF NAVARRE
Amend paragraph 7(b)  
· Add:“. sediment purge, complete emptying and sampling.”
· Delete: “and which shall also be lower than the water outlet.”
Reason; Redundant appearance. 
Comment: The term complete emptying involves not only water but also sediments. In turn, the more specific indication in the location of the purge key is considered necessary.

	SESA (Spanish Society for Environmental Health)
b) Controls: The accumulators shall be equipped with a temperature measuring system representative of the indoor water and equipped with an easily accessible purge key in the lower part of the tank, which allows complete emptying and sampling and which shall also be lower than the water outlet.
Comment: Sometimes access to the purge of some accumulators is so complex that it shows that weekly purging is not performed with the appropriate frequency, regardless of the existence of records that assure otherwise. The purging of the accumulators must be a very simple operation and for this it is necessary that the purge key can be easily manipulated by the operator.
Comment: It is referred to in Annex III.A, point 1, part A.3

	c) Temperature in accumulators: It shall ensure, in all the water stored in the final hot water accumulators, i.e. immediately prior to consumption, a homogeneous temperature and avoid cooling of internal areas conducive to the formation and proliferation of bacterial flora at a temperature of at least 60°C. The return water must not return to the distribution circuit without prior thermal disinfection.

	AUTONOMOUS REGION OF NAVARRE
Amend paragraph 7(c) Amend last sentence: “The return water, preferably, must not return to the distribution circuit without prior thermal disinfection. Reason: We regard it as a good measure, but I do not know whether we can not accept other technical solutions. 
Comment: It remains in its current wording, as disinfection for this type of facility is a necessary requirement.

	REGION OF VALENCIA
Where it says: Temperature in accumulators: It shall ensure, in all the water stored in the final hot water accumulators, i.e. immediately prior to consumption, a homogeneous temperature and avoid cooling of internal areas conducive to the formation and proliferation of bacterial flora at a temperature of at least 60°C. The return water must not return to the distribution circuit without prior thermal disinfection. 
New wording: Temperature in accumulators: It shall ensure, in all stored water........... minimum temperature of 60°C. The return water must not return to the distribution circuit without prior thermal disinfection.
Comment: The double point is deleted.

	AUTONOMOUS REGION OF CASTILLA-LA MANCHA
It would be appropriate to add a section to include electrical water heaters, which are small accumulators, with no return, no inspection hole or purging, however, they should guarantee the temperature of 60°C.
Comment: They are affected by the incorporation in the text of the reference to Standard UNE-EN 12897+ A1 Specification for indirectly heated unvented (closed) storage water heaters.

	DIPSALUT (Independent Public Health Body of Girona Provincial Council)
Must 100 % of the return water go back to the accumulator? Can a small proportion be allowed to connect with energy-saving mixing valve located at the outlet of the accumulator if temperatures are always maintained (accumulator at >60°C, mixer at >50°C or temperature necessary to ensure return to >50°C)? In these cases it is necessary to connect a part of the return to the mixing valve, to avoid improper hydraulic operation of the installation (avoid blocking of the mixer or the return pump)
Comment: Provided that when the return water is disinfected, the wording does not prevent or specify technical options necessary to achieve that objective.

	SESA (Spanish Society for Environmental Health)
c) Temperature in accumulators: It shall ensure, in all the water stored in the final hot water accumulators, i.e. immediately prior to consumption, a homogeneous temperature and avoid cooling of internal areas conducive to the formation and proliferation of bacterial flora at a temperature of at least 60°C. The return water must not return to the distribution circuit without prior thermal disinfection. In the case of double tank inter-accumulators, the water temperature must be at least 70°C.
Comment: Amended accordingly.

	CEHAT (Spanish Confederation of Hotels and Tourist Accommodations) / OTEA (Hotels and Tourism of Asturias) / HOSBEC (Hotel and Tourism Association of the Valencian Region) / LÉRIDA PROVINCIAL HOTEL & CATERING FEDERATION / ASHOTEL (Hotel & Restaurant Association of Tenerife, La Palma, Gomera and El Hierro)
With regard to paragraph 7(c), it is established that the return water must not return to the distribution circuit without prior thermal disinfection. It should be clarified whether this means that it cannot be incorporated into the last accumulator (>60°C), which is the majority scheme of domestic hot water systems with accumulation and return of tourist accommodation.
We consider that this scheme should be considered valid, being able to apply the thermal disinfection criterion only to the incorporations of direct return water to the distribution circuit after the last accumulator, in the mixing valves
Comment: By indicating that it is the distribution circuit, it is understood that a thermal disinfection can be carried out in the accumulator as it would be the step before moving to its distribution.

	INDESTYA, S.L.
It could conflict with the generation of heat through an aerothermal pump (it is based on thermal stratification, saves 66% of the energy used, does not emit CO2, allows the realisation of thermal shocks and achieves thermal changes of 60 and up to 90°C). Apart from this, to what exactly does the requirement for the return water not to return to the circuit without undergoing thermal disinfection refer? To the return being connected to the accumulator before returning to the service line? To its passing through the heat exchanger again before returning to the service line? Has instantaneous production been taken into account, the mixing of water in the manifolds, the multi-way mixing valves? And what about contact times or reference temperatures? 
	Very technical questions that cannot be answered without knowing the characteristics of the installation.

	3Dpestcontrol 
It is indicated that the return water must not return to the distribution circuit without prior thermal disinfection.
We understand that it is intended to minimise risk in the event that the installation should have legionella somewhere in it and this should proliferate due to the thermal gradient that occurs in the accumulators, but we believe that a continuous thermal disinfection in a return given the characteristics of the system and the implementation of complex systems that guarantee a thermal disinfection with a fluid in constant movement and short pipe sections would entail an unnecessary extra energy expense. We therefore propose that the paragraph be corrected to indicate:
	

	d) When using a thermal system with accumulation of drinking water, in which a temperature above 60°C (solar energy, geothermal...) is not continuously ensured, it must be ensured that a temperature of 60°C is subsequently reached in a final accumulator before distribution for consumption. Where the above facilities have an average temperature of less than 25°C, they shall be considered as cold water for drinking.

	AUTONOMOUS REGION OF NAVARRE
Amend paragraph 7(d) Delete last sentence: “Where the above facilities... shall be considered as cold water for drinking” Reason: The water from the accumulators of an energy-saving system, even if its average temperature is below 25°C, must not be incorporated into the cold water for drinking network. 
Comment: Amended accordingly

	DIPSALUT (Independent Public Health Body of Girona Provincial Council)
· If the system is instantaneous production, without water accumulation, is it not allowed either? In other words, when the tanks hold primary circuit water, and the drinking water is produced by instant exchange in plate heat exchanger, for example, will a tank of drinking water at 60°C be mandatory after thermal use in all cases? Will instantaneous production not be allowed?
· What does it mean when the above installations (mention is made of domestic hot water tanks linked to solar-geothermal) have an average temperature below 25°C? Are they to be considered as cold water? Must samples be taken? >25°C on average throughout the year? Or only in certain few months? What is the intention?
· Is it possible to have an installation in which the domestic hot water is heated only by a thermal utilisation system without the need for a second accumulator with another non-thermal energy if the former guarantees 60°C? Or must it guarantee 70°C at all times and in all circumstances?
· If the accumulator is not direct production, can the temperature fluctuate between 25 and 60°C without problem? Or is there a limit?
· What temperature limit is there in PREFERABLY cold water <20°C - only depending on the time of year, or all year round? According to Annex IV Part A.2 the limit is 25°C.
Comment: Very technical questions that cannot be answered without knowing the characteristics of the installation.

	e) Valves: It shall have a sufficient retention valve system, where necessary, to prevent water returns due to pressure loss or decrease in supplied flow and mixtures of water from different circuits, grades or uses, in accordance with UNE-EN 1717 Protection against pollution of potable water in water installations and general requirements of devices to prevent pollution by backflow; the installer shall submit a responsible declaration to the operator of the facility.

	CONAIF
e) Valves: It shall have a sufficient retention valve system, where necessary, to prevent water returns due to pressure loss or decrease in supplied flow and mixtures of water from different circuits, grades or uses, in accordance with UNE-EN 1717 Protection against pollution of potable water in water installations and general requirements of devices to prevent pollution by backflow; the RITE-approved company or accredited plumbing company shall submit a responsible statement to the facility operator. 
(Justification: This equipment must be installed by qualified personnel, or personnel of a RITE-approved installation company.)
Comment: See the new wording of Article 6.1

	f) Temperatures: It shall maintain the water temperature, in the hot water circuit, above 50°C at all terminal points of the circuit and in the return pipe, if there is one. The facility shall allow the water to reach a temperature of 70°C if a heat disinfection treatment is required.

	ADHAC (Association of Heat and Cold Network Companies)
f) Temperatures: It shall maintain the water temperature, in the hot water circuit, above 50°C at all terminal points of the circuit and in the return pipe, if there is one, using a thermostatic balancing valve. The facility shall allow the water to reach a temperature of 70°C if a heat disinfection treatment is required.
Justification: Temperature balancing is necessary to maintain a minimum temperature of 50 degrees on all vertical domestic hot water recirculation pipes, both in the nearest and the most remote ones.
Other types of balancing are not able to keep the temperature constant because the facility is dynamic when used, with consequent changes in pressure and circulating flow in the vertical domestic hot water recirculation pipes. This fall in pressure and flow can lead to the temperature falling below 50 degrees, which is conducive to the possible appearance and proliferation of legionella.
Comment: Amended accordingly.

	LEGIOPREV, S.A. 
Since at this point it seems that the domestic hot water network has to be able to reach 70°C. 
Comment: In the case of heat treatment, this temperature must be ensured.

	Laboplus (Group of Private Environmental Health and Food Safety Laboratories) / MIGUEL Sabriá Leal
 “ f) Temperatures: It shall maintain the water temperature, in the hot water circuit, above 50°C at all terminal points of the circuit after a maximum of one minute of bleeding at maximum flow and in the return pipe, if there is one..... “
(Justification: The immediacy with which the temperature is reached at a point of exit of the domestic hot water is a reflection of the proper functioning of the closed-loop water system and of there not being quantities of stagnant water or water with a lower speed and at a temperature below 50°C. Therefore, the temperature must be required to be reached within a maximum of one minute from bleeding from the exit point.)
Comment: Very technical questions that cannot be answered without knowing the characteristics of the installation.

	Spanish Society of Preventive Medicine, Public Health and Hygiene
With regard to the temperature of domestic hot water, further revision of the following points is requested: 
The minimum temperature of domestic hot water for control of Legionella colonisation in facilities must be considered to be ≥55°C, not ≥50°C. This change is requested based on: 
1. Scientific evidence published in this regard [1-3]. 
2. The contradiction with Standard UNE 100030:2017 Prevention and control of the proliferation and dissemination of Legionella in facilities, which establishes the minimum temperature in health centres as 55°C. 
3. Harmonisation with the majority of European rules. 
[LITERATURE 
1. Darelid J, Löfgren S, Malmvall BE. Control of nosocomial Legionnaires’ disease by keeping the circulating hot water temperature above 55°C: experience from a 10-year surveillance programme in a district general hospital. J Hosp Infect. 2002;50:213-9. 
2. Bédard E, Fey S, Charron D, Lalancette C, Cantin P, Dolcé P, Laferrière C, Déziel E, Prévost M. Temperature diagnostic to identify high risk areas and optimise Legionella pneumophila surveillance in hot water distribution systems. Water Res. 2015;71:244-56. 
3. Gavaldà L, Garcia-Nuñez M, Quero S, Gutierrez-Milla C, Sabrià M. Role of hot water temperature and water system use on Legionella control in a tertiary hospital: An 8-year longitudinal study. Water Res. 2019;149:460-466. ]
Comment: Has been considered 60°C

	g) Systems without accumulation: Heating systems without accumulation with and without return shall ensure that the water at the outlet of the heating system has a minimum temperature of 60°C.

	DIPSALUT (Independent Public Health Body of Girona Provincial Council)
Systems without accumulation are only heat exchangers or ROTEX or there is a limit of accumulated litres (e.g. Is a high-efficiency boiler + 80 litre tank considered an accumulator?)
Comment: Very technical questions that cannot be answered without knowing the characteristics of the installation.

	CONAIF
g) Systems without accumulation: Heating systems without accumulation with and without return shall ensure that the water reaches the points furthest from the generating system at a temperature of at least 50°C. (Justification: The temperature of 60°C is excessive and can cause burn problems for users, and from the energy point of view it is highly inefficient.)
Comment: Pipe sections where water circulation and a minimum temperature of more than 50°C cannot be ensured must not be longer than 5 metres

	h) Pipe sections where water circulation and a minimum temperature of more than 50°C cannot be ensured must not be longer than 5 metres or have a volume of stored water greater than 3 litres. This shall apply to mixing valve systems, where 50°C must be guaranteed before the valve itself and a temperature measurement system must be available. The stabilisation temperature shall be reached within one minute.

	Autonomous Region of Catalonia
The last sentence “The stabilisation temperature shall be reached within one minute” does not correspond to this paragraph. Already indicated in Annex IV, Part A.1.
Comment: Corresponds to a design aspect

	AUTONOMOUS REGION OF NAVARRE
It is provided that pipe sections where water circulation and a minimum temperature of more than 50°C cannot be ensured must not be longer than 5 metres or have a volume of stored water greater than three litres.
We understand that there are means such as thermostatic end point valves that allow the regulation of flow and temperature, without having to resort to thermostatic valves away from the terminal points.
We understand that this would apply to new and existing ones when undergoing refurbishment, and therefore since there are other means that allow the same action and that guarantee greater water circulation, less stagnation and the possibility at any time of purging the terminal point with water above 50°C this paragraph should be deleted.
In Navarre, it has been obligatory to modify this type of installation which did not meet the requirements laid down in Royal Decree 865/2003.
Amend paragraph 7 (h). To read: “The mixing shall in any case be carried out as close as possible to the point of service
Reason We cannot allow branches where the temperature, continuously, remains at temperatures entailing a high risk of growth and multiplication of Legionella. 
	It has been established that: Pipe sections where water circulation and a minimum temperature of more than 50°C cannot be ensured must not be longer than 5 metres or have a volume of stored water greater than 3 litres. This shall apply to mixing valve systems, where 50°C must be guaranteed before the valve itself and a temperature measurement system must be available. The stabilisation temperature shall be reached within one minute.

	ATA ECOTECNOLOGÍA E HIGIENE DEL AGUA, S.L.
The CTE HS4 Point 2.3 Water saving: In domestic hot water networks a return network must be provided when the length of the pipe to the farthest consumption point is equal to or greater than 15 metres. The Draft reduces it to 5 metres, which may give rise to disagreements as to which rule prevails
	

	Spanish Society of Preventive Medicine, Public Health and Hygiene
With regard to the temperature of domestic hot water, further revision of the following points is requested: 
The minimum temperature of domestic hot water for control of Legionella colonisation in facilities must be considered to be ≥55°C, not ≥50°C. This change is requested based on: 
1. Scientific evidence published in this regard [1-3]. 
2. The contradiction with Standard UNE 100030:2017 Prevention and control of the proliferation and dissemination of Legionella in facilities, which establishes the minimum temperature in health centres as 55°C. 
3. Harmonisation with the majority of European rules. 
[LITERATURE 
1. Darelid J, Löfgren S, Malmvall BE. Control of nosocomial Legionnaires’ disease by keeping the circulating hot water temperature above 55°C: experience from a 10-year surveillance programme in a district general hospital. J Hosp Infect. 2002;50:213-9. 
2. Bédard E, Fey S, Charron D, Lalancette C, Cantin P, Dolcé P, Laferrière C, Déziel E, Prévost M. Temperature diagnostic to identify high risk areas and optimise Legionella pneumophila surveillance in hot water distribution systems. Water Res. 2015;71:244-56. 
3. Gavaldà L, Garcia-Nuñez M, Quero S, Gutierrez-Milla C, Sabrià M. Role of hot water temperature and water system use on Legionella control in a tertiary hospital: An 8-year longitudinal study. Water Res. 2019;149:460-466. ]
Comment: Has been considered 60°C

	i) The facilities must be cleaned and disinfected before they are put into operation, and with operational stops of more than one month.

	AUTONOMOUS REGION OF CATALONIA
- The phrase “and with operational stops of more than one month” could be deleted, since it is already indicated in Annex IV, Part A. If it is maintained, it should say 15 days, not 1 month, as indicated in Annex IV.
- Proposes to add a point indicating that there must be accessible and sufficient sampling points, in line with point 4 of Part B on cooling towers.
Comment: Regarding this last contribution, this is an aspect covered for the whole facility in Part A.2
	It is deleted, since it is an aspect not related to the design of the facility and is already listed in Annex IV. Its content does not correspond to aspects relating to the design of a facility.

	AUTONOMOUS REGION OF NAVARRE
It provides for stops of “one month” and in Annex VI. Part A. 1. It says “15 days” stops. This must be corrected.
	

	AUTONOMOUS REGION OF THE BALEARIC ISLANDS
Delete the whole point i). Justification: This is not a design requirement but a maintenance requirement. It is already covered in section 4.1 of the Annex.
	

	DIPSALUT (Independent Public Health Body of Girona Provincial Council)
Indicates C&D with operational stops of more than one month. In Annex IV. Part A. Maintenance programme in drinking water facilities it indicates a 15-day stop. In other facilities it indicates 15 days “hydromassage tubs”. It is proposed to unify it to 1 month or 15 days, but the same in all facilities.
In addition: There are many changes in domestic hot and cold water that it is proposed to make in one year once the RD enters into force (very short period). Or do the existing facilities not need to be adapted?
	

	ADHAC (Association of Heat and Cold Network Companies) / Laboplus (Group of Private Environmental Health and Food Safety Laboratories) / Miguel Sabriá Leal / ATA ECOTECNOLOGÍA E HIGIENE DEL AGUA, S.L.
Installations must be cleaned and disinfected before they are put into operation, and with operational stops of more than 15 days. (Justification: The period of one month indicated is in contradiction with ANNEX IV Part A which must be considered more appropriate, since stagnant water causes exponential growth in the proliferation of Legionella).
	

	BIOTIC, S.L.
i) facilities must be cleaned and disinfected before they are put into operation, and with operational stops of more than 15 days. Rapid Legionella detection kits or methods may be used to evaluate the facility and take the necessary measures. (Justification: There is documented evidence that stagnant water can not only cause the proliferation of Legionella but also induce viable but non-culturable (VBNC) states, in which the bacterium is not detectable by means of culture, which determine false negatives in surveillance based solely on culture methods. These changes can occur in 2-3 days. The competition for rapid methods will increase health protection.)
	

	j) For facilities of immunocompromised users, the installation of microbiological filters or other systems of similar effectiveness at terminal points is recommended.

	AUTONOMOUS REGION OF MURCIA
Add “In priority facilities a temperature of not less than 55°C shall be maintained in taps and showers, and taps and showers in unoccupied rooms or unused facilities shall be opened daily, letting the water run for a few minutes.” (The Doctoral Thesis “Long Term Temperature Effectiveness as a Method of Control of Legionella in Domestic Hot Water”, by Laura Gavaldà Mestre (2016), draws these two conclusions. Available at: https://core.ac.uk/download/pdf/132090933.pdf)
Comment: Has been considered 60°C

	AUTONOMOUS REGION OF NAVARRE
Remove “microbiological” and replace it with: “of proven efficiency against Legionella”.
Comment: Maintained “microbiological” and added contribution

	Spanish Society of Preventive Medicine, Public Health and Hygiene
· Where it indicates: “For facilities of immunocompromised users. Add: “and other users particularly susceptible to legionellosis or with clinical conditions involving poor prognosis” 
· Where it indicates: “[...] the facility of microbiological filters or other systems of similar efficiency at terminal points is recommended” Add: “Microbiological filters must ensure effective sterile filtration, without upstream contamination backflow.’ 
	Making the sterility of the water in the facility mandatory would mean going beyond the scope of the proposed law. It is the responsibility of the owner of the facility, in accordance with the particularities of the immunocompromised persons and the use of water in it, to identify the most appropriate means of protecting the health of the persons using the facility.
The following wording is proposed:
“For facilities of immunocompromised users, the installation of microbiological filters of proven efficacy against Legionella or other systems of similar efficiency at terminal points is recommended.

	Pall España, S.A.U.
It is proposed to amend (j) to replace the recommendation with the obligation to use microbiological filters that provide bacteria-free water in areas with immunocompromised persons
j) For facilities of immunocompromised users, the installation of microbiological filters that provide bacteria-free water or other systems of similar effectiveness at terminal points is required.
	

	Laboplus (Group of Private Environmental Health and Food Safety Laboratories)
Miguel Sabriá Leal
j) For facilities of immunocompromised users, the installation of microbiological filters or other systems of similar efficacy at terminal points is recommended, and this is mandatory in the event that Legionella colonisation is detected in the domestic hot water circuit of the health facility. A documented certification of the effectiveness of the filters shall be provided and a procedure must be implemented for the revision and replacement of these filters to ensure their proper functioning. (Justification: Given the particular vulnerability of patients that might use the domestic hot water in these facilities, the only way to minimise the risk once the presence of Legionella in the domestic hot water network is known, is the installation of these filters. With these filters, no bacteria can pass from the water circuit through the exit point. The installation of the filters must always be properly maintained so that their operation is optimal. Documented records must be kept of the effectiveness of the filters that have been installed.)
	

	BIOTIC, S.L.
j) For facilities of immunocompromised users, the installation of microbiological filters or other systems of similar effectiveness at terminal points is recommended. Rapid Legionella detection kits or methods may be used to evaluate the facility and take the necessary measures.(Justification: There is documented evidence of the application of rapid methods in the early identification of terminal points contaminated with Legionella, which determines an improvement in maintenance in terms of identifying critical points and regulating the frequency of use of terminal points, as a colonisation and risk factor especially for immunocompromised patients. The competition for rapid methods will increase health protection.)
Comment: It does not correspond to this point, it is not a design aspect.

	Mª TERESA ARMENTEROS SANCHEZ
Domestic hot water networks:
• Necessity of possible recommendations regarding the height/diameter ratio of the tanks, their arrangement in series versus parallel.
• Need for recommendations regarding the distance between hot and cold water pipes and their insulation, or position to avoid convection heating.  Example uninsulated pipes on roofs or exteriors.
• Recommendations for accessibility to measuring and purging elements and connection to drainage networks.
• Recommendation of temperature difference between tank outlet and loop return <5°C, minimum flow rates and % recommended. Sometimes it takes time to detect damaged recirculation pumps. 
• Recommendations for rotation of safety pumping systems at least weekly to avoid stagnant sections.
• Recommendations regarding the rotation, size and duration of cold and hot water tanks in the facilities and in general of the whole pipe + tank system, for example. Recommended duration <8 hours. 
• Recommendations regarding the assurance of levels of free chlorine/biocides. 
• Recommendation to make measurements and analyses at/in the most unfavourable times and seasons (shift changes, summer, etc.)
Comment: These aspects are the responsibility of the owner of the facility, based on the evaluations or recommendations of the technical head, its determination in the Plan to be established.

	SESA (Spanish Society for Environmental Health)
Add a new paragraph: k) For electric water heaters with accumulation, but without a closed-loop water system, the same observations must be taken into account in terms of accumulators, water temperature, pipes and terminal elements as those already mentioned for the rest of the facilities. However, as in general because of their small size, they do not have either a manhole allowing access to the interior surfaces or lower purging. They must be able to heat water to 60°C. After 20 years without solving the issue of small electric water heaters with no inspection hole or purge, it is an opportunity to clarify and solve it.
	Irrespective of their volume these devices must comply with the requirements laid down in Annex III. Part A(7)(a)

	PART B. Cooling towers and evaporative condensers

	SESA (Spanish Society for Environmental Health) / AQUA AMBIENT
In the title: Cooling towers and evaporative condensers and similar systems. Comment: As mentioned in many different sections of the RD, it is necessary to unify in all the sections “cooling towers, evaporative condensers and similar systems”, as this always encompasses existing or future similar systems that appear, which cannot be excluded from their obligations simply by changing their name, when the equipment is similar to those mentioned above.
Comment: The text has been unified in relation to “similar systems” (see Article 18). It must be emphasised that the list and classification provided for in Annex I is not exhaustive and that the fact that it is not included does not mean that, following an assessment of the particularities and peculiarities of the system of a facility, the necessary measures must not be taken by the owner of the facility to achieve the objective of controlling Legionella by applying the principles laid down in Article 6 of the RD.

	1. Location Without prejudice to the provisions of the RITE, they shall be located in such a way as to minimise the risk of exposure of persons to aerosols. To this end, they must be located wherever possible in places well away from people and from air conditioning or ventilation outlets, both their own and those of adjacent buildings.

	SESA (Spanish Society for Environmental Health)
1. Location Without prejudice to the provisions of the RITE, they shall be located in such a way as to minimise the risk of exposure of persons to aerosols. To this end, they must be located wherever possible in places well away from people and from air conditioning or ventilation outlets, both their own and those of adjacent buildings. In the design of new facilities it is recommended to maintain a minimum height of 2 metres above the top of any element or place to be protected such as windows, air intakes of air conditioning or ventilation systems and at a distance of 10 metres horizontally. These distances are indicative, they must be studied in each case and the technical solution adopted must be justified.
Comment: The inappropriate location of these items of equipment is crucial and is at the origin of many of the largest outbreaks of legionellosis worldwide, such as the Barrow Outbreak (2002), the largest recorded outbreak to date in the United Kingdom, the Pontiac outbreak (1968), the Alcalá de Henares outbreak (1996), the Stafford outbreak (1985) the largest outbreak of nosocomial legionellosis to date, etc.
With the current wording, which is very similar to that of Royal Decree 865/2003, the term ‘places well away’ does not allow for an objective criterion on the part of installers and inspection services. In this regard, it would seem appropriate to include the same minimum wording as the UNE Standard, which makes at least one reference to minimum distances for the design of new facilities.
It should not be forgotten that cooling towers and similar installations evacuate chemicals from water treatment, both by droplet carryover and by evaporation of chemicals, to the outside, hence their location must meet Legionella prevention criteria and chemical safety criteria (Sánchez Fortum).
Comment: The concepts put forward are assimilated to what is stated in the first part of the paragraph: “minimise the risk of exposure of persons to aerosols.” As indicated in the proposal of SESA and ratifying the provisions of Article 7(1), it must be examined in each case and the Plan documentation must justify the measures taken in any of the cases.

	3. Accessibility. Facilities and their components shall be accessible in such a way that revision, maintenance, cleaning, disinfection, sampling and inspection can be properly carried out.

	BIENDA
To perform a proper revision of the water basin it is essential that the accesses are guaranteed quickly and without tools so that it does not pose a problem in the facility and is done correctly. 
Most evaporative condensers and cooling towers do not have easy access to inspect the body of water (covers with nuts, windows that cannot be disassembled). It is possible to modify these elements so that they can be opened with a latch, but it is necessary to include in this text an obligation to install such elements.
We propose amending the text to include Access to the water basin must be possible without tools for visual checks.
Comment: In accordance with the particularities and characteristics of the facility, the operator of the facility may assess, among other measures, structural modifications in order to facilitate compliance with the Plan. It is therefore not estimated that this contribution will be incorporated. 

	5. Filtration systems In facilities that are unable to maintain the turbidity values referred to in ANNEX III paragraph 2 or where deemed necessary, they shall have filtration systems in the circuit.

	Autonomous Region of Catalonia
It proposes replacing the phrase “shall have filtration systems in the circuit” with “shall have appropriate filtration systems in the circuit”
Comment: This aspect does not need to be qualified, as the objective, as stated, is to maintain turbidity values.

	SESA (Spanish Society for Environmental Health) / AQUA AMBIENT
5. Filtration systems In facilities that are unable to maintain the turbidity values referred to in ANNEX III paragraph 2 or where deemed necessary, they shall have appropriate filtration systems in the water circuit.
Comment: It must specify the technical characteristics of those filters, or refer to a standard specifying: filtration flow rate, speeds, etc. There is a need to avoid operators installing barely adequate filters merely to comply with the law but which in reality due to their poor sizing, rate of filtration or other reasons do not perform their technical function of retaining and lowering suspended solids and thus reducing the turbidity of the water. Thus, the health inspection may require the change of filters that are not technically suitable if it deems appropriate.
Comment: They are considered unsuitable if they do not achieve the turbidity objective indicated for the purpose.

	6. Purge system. There shall be sufficient purging points to completely empty the installation and they shall be of a size such as to allow the elimination of accumulated sediment. The purge system must be automated according to the maximum conductivity allowed in the system indicated in the water treatment programme. Subject to prior technical justification, purges may be carried out using a timer, rotameter or similar, and manual adjustment of the instantaneous purge flow rate. Its operation must be checked weekly.

	AUTONOMOUS REGION OF THE BALEARIC ISLANDS
Delete: Its operation must be checked weekly. (Justification: this corresponds to maintenance. In this regard, it is also indicated in Annex IV Part 8.1 General Aspects.)
Comment: Deleted.

	8. Dosing systems. If biocidal products are used, they must have appropriate automatic or semi-automatic dosing systems to ensure that the facility is kept disinfected at all times against Legionella.

	AUTONOMOUS REGION OF CATALONIA
It proposes deleting the reference to semi-automatic dosing, consistent with what was indicated in the definition section, since dosing is automatic.
	After analysing the contributions received, this paragraph is amended as follows:
- Prioritise the objective “to ensure that the facility is kept disinfected at all times against Legionella” regardless of the dosing system used.
- Make it possible to use both liquid and non-liquid biocidal products.
“Dosing systems. If biocidal products are used, it shall be ensured that the facility is kept disinfected at all times against Legionella, and where appropriate it must be equipped with automatic dosing systems.’

	AUTONOMOUS REGION OF NAVARRE
It contradicts Annex VI Part C. Table 7.
	

	REGION OF VALENCIA
Where it says: 8. Dosing systems. If biocidal products are used, they must have appropriate automatic or semi-automatic dosing systems to ensure that the facility is kept disinfected at all times against Legionella. And 11. Where possible, an automatic water disinfection system shall be installed.
New wording: Dosing systems. For the use of biocidal products, they must have appropriate automatic or semi-automatic dosing systems to ensure that the facility is kept disinfected at all times against Legionella. Where possible, an automatic water disinfection system shall be installed.
	

	AUTONOMOUS REGION OF THE BALEARIC ISLANDS
Add “If possible, an automatic water disinfection system shall be installed.”
	

	Barcelona Public Health Agency
The primary treatment of cooling towers and evaporative condensers is not required to be chemical systems as considered by the current RD 865/2003. We consider this to be a retrograde move, as cooling towers are high-risk facilities with great potential for community outbreaks and chemical treatments have been considered the most effective in controlling legionella, leaving physical systems as secondary treatments (in addition to chemical). 
Proposal: 8. Dosing systems. If biocidal products are used, They must have appropriate automatic or semi-automatic dosing systems to ensure that the facility has a minimum residual of biocidal product at all times effective against Legionella.
	

	SESA (Spanish Society for Environmental Health) / AQUA AMBIENT
8. Dosing systems. If biocidal products are used, they must have appropriate automatic or semi-automatic dosing systems to ensure that the facility is kept disinfected at all times against Legionella. Comment: The new definition already includes the two types. Change word order [not evident or reproducible in the English translation] to literally match definition 9 of Article 2.
	

	BIENDA
The wording of point 8 is confusing in that “to ensure that the facility is kept disinfected at all times against Legionella” might be understood to mean that the facility must have levels of biocidal product at all times. 
Non-oxidising biocidal products may occasionally have low or zero residuals as they may present greater effectiveness through shocks (as reflected in ministry guidelines and UNE 100030:2017). 
We propose to amend the text by adding the sentence of Standard UNE 100030:2017: when biocidal shock doses are performed, occasionally the residual may be low or zero until the next dosage, without prejudice to the overall efficacy of the treatment. 
	

	BIOVIDRIO, S.L.
Mention is made of aspects that entail a limitation of free competition, since, although the use of any product registered with the Ministry of Health is allowed, on the other hand the text refers to “automatic or semi-automatic” dispensers for the dosing of products, which implies a clear positioning in favour of liquid products, which undoubtedly harms solid product manufacturers, of which we are one.
As you know there are many solid products on the market, which are added according to the decision of the Ministry of Health for the registration of the products, in the water basin of the circuit. Even manufacturers of towers and evaporative condensers, such as Evapco, have developed slow-dissolving solid products for cooling tower and condenser circuit applications to avoid having to install automatic dosing systems.
Similarly, the use of solid products with slow leaching in water, according to the opinion of the Ministry of Health of 10 August 2004, is perfectly valid for the purpose of maintaining a concentration of residual biocidal product in water, and therefore does not require the installation of automatic dispensers. This is the market trend in other countries - solid, concentrated, easy-to-handle product.
Please take our remarks into account and do not expressly request the dosage of products with or without manual or automatic dispensers, but simply that the manufacturers’ instructions be followed. Otherwise, we believe that the rule would violate free competition in favour of certain liquid products and other interests, as well as reintroducing uncertainties in the interpretation of Royal Decree 865/2003.
	

	9. Storage The storage of biocidal products and other chemical substances used in the facility must be perfectly protected from sunlight and bad weather, in addition to generic chemical storage safety measures.

	Comment: It is moved entirely to the general part, since it is likely to be applicable to all types of facilities.

	10. The facilities must be cleaned and disinfected before they are put into operation, and with operational stops of more than one month.

	AUTONOMOUS REGION OF CATALONIA
Proposes to delete it because it is already listed in Annex IV, Part B(2) If maintained, it should say 15 days and not 1 month, as indicated in Annex IV.
	This paragraph does not correspond to aspects relating to the design of the facility. It is therefore deleted from this part.

	AUTONOMOUS REGION OF THE BALEARIC ISLANDS
Delete: Paragraph 10. The facilities must be cleaned and disinfected before being put into operation, and with operational stops of more than one month. (Justification: This is not a design requirement but a maintenance requirement. This is set out in Annex IV, paragraph B(2)
	

	FEIQUE (Spanish Chemical Industry Business Federation)
This point contradicts Annex IV. Part B(2), as regards the period to elapse after the operational stoppage of a cooling tower. The first case indicates a time longer than 1 month, while Annex IV indicates that it can be started after 15 days.
	

	Laboplus (Group of Private Environmental Health and Food Safety Laboratories) / Miguel Sabriá Leal
10. Installations must be cleaned and disinfected before they are put into operation, and with operational stops of more than 15 days.
(Justification: The one-month period indicated is in contradiction with ANNEX IV Part B(2) which must be considered more appropriate, since stagnant water causes exponential growth in the proliferation of Legionella.)
	

	11. Where possible, an automatic water disinfection system shall be installed

	AUTONOMOUS REGION OF CATALONIA / VALENCIAN REGION / AUTONOMOUS REGION OF THE BALEARIC ISLANDS / AUTONOMOUS REGION OF ASTURIAS
Delete 11. Where possible, an automatic water disinfection system shall be installed. It is proposed to move it to paragraph 8.
	It is already covered by point 8. 

	Mª TERESA ARMENTEROS SANCHEZ
• Location: French legislation establishes minimum distances for perimeters and ventilation openings and usual transit points. Also the mandatory use of masks.
• Recommendations regarding tower rotation automations and dosing systems must cover all possible situations of use. For example in the case of a group of three towers, probably one or one and a half uses in winter and all three in summer. 
• French AMR guides for risk assessment in towers make a greater reference to the revision of hydraulic systems.
• Materials: compatibility between the different parts to avoid galvanic corrosion.
	The Plans approach implies that the distances, tower rotation measures, etc. are set in the plans and ensures their effectiveness for each facility.
With regard to the use of masks, this legislation applies without prejudice to the regulations on the prevention of occupational risks.

	Comment:
In Annex VII (Sampling) Part E(2) It is recommended that the facility has a sampling device in the water circuit of the tower.
It is proposed to include this recommendation in this Annex.
	“10. “It is recommended that the facility should have a sampling device in the closed-loop system sending water to the tower.”

	PART C. Heated water systems or systems with temperatures similar to those of heated water systems (≥ 24°C) and aerosolisation with or without agitation and with or without recirculation through high-speed jets or air injection, multi-purpose pool sections with this type of installation, with play facilities, water play areas, water mushrooms, water curtains and waterfalls, etc., among others.

	1. With recirculation. Pools or tubs with recirculation of water must have a water treatment system consisting at least of recirculation, filtration, renewal and continuous automatic disinfection.

	Autonomous Region of Catalonia
We propose adding design aspects set out in the UNE 100030 standard for these facilities, which we believe are important: 
“The pool or tub shall have a large-step drain allowing the rapid evacuation of all the water and the sediments and residues contained therein. In addition, the circuit must have a water purging system that allows water to be continuously renewed allowing appropriate turbidity and transparency levels to be maintained. 
The system must not have hidden areas or obstacles that hinder the free circulation or renewal of water, equipment and appliances in reserve, sections of pipes with a blind bottom, etc. If they exist, they must have cut-off taps and purge systems that facilitate emptying and prevent stagnant water from entering the circuit. 
The bottom, sides and pipes shall be lined with smooth materials, preferably in light colours and resistant to agents used in water treatment and preservation, and must be easy to clean and disinfect. 
The entire pool or tub must be constructed in such a way that it maintains its watertightness, avoiding leaks from the outside. If there are underwater constructions (steps, ladders, beds, etc.), these must be completely waterproofed so as to prevent the filtration or transfer of water to possible interior chambers of these constructions, allowing stagnation and facilitating proliferation of bacteria in the water. This water could return to the pool or tub due to pressure changes and contaminate the water in it”.
Comment: The general part of the Annex sets out the aspects related to the subject matter of the RD in relation to materials.

	Chartered Region of Navarre
	Remove “automatic”. Together with the above and Annex VI Part C. Table 7 contradicts RD 742.
	Comment: It is drafted in such a way that it is possible to make use of non-automatic dosing.
1. Facilities with recirculation
a). Facilities with recirculation of water must have a water treatment system consisting at least of filtration, renewal and disinfection, and, where appropriate, preferably automatic and continuous and pH control (if the effectiveness of the disinfectant depends on pH).
b) the recirculation pump and the filters must be sized according to the volume of the facility.

	BIOVIDRIO, S.L.
Mention is made of aspects that entail a limitation of free competition, since, although the use of any product registered with the Ministry of Health is allowed, on the other hand the text refers to “automatic or semi-automatic” dispensers for the dosing of products, which implies a clear positioning in favour of liquid products, which undoubtedly harms solid product manufacturers, of which we are one.
As you know there are many solid products on the market, which are added according to the decision of the Ministry of Health for the registration of the products, in the water basin of the circuit. Even manufacturers of towers and evaporative condensers, such as Evapco, have developed slow-dissolving solid products for cooling tower and condenser circuit applications to avoid having to install automatic dosing systems.
Similarly, the use of solid products with slow leaching in water, according to the opinion of the Ministry of Health of 10 August 2004, is perfectly valid for the purpose of maintaining a concentration of residual biocidal product in water, and therefore does not require the installation of automatic dispensers. This is the market trend in other countries - solid, concentrated, easy-to-handle product.
Please take our remarks into account and do not expressly request the dosage of products with or without manual or automatic dispensers, but simply that the manufacturers’ instructions be followed. Otherwise, we believe that the rule would violate free competition in favour of certain liquid products and other interests, as well as reintroducing uncertainties in the interpretation of Royal Decree 865/2003.
	

	2. Without recirculation. For single-use tubs without recirculation in which the temperature of the water is achieved by mixing domestic cold and hot water, the mixing device must be as close as possible to the tub in order to avoid ingress of stagnant water at risk temperatures.

	Autonomous Region of Catalonia
Add at the end of the sentence: “and must not be longer than 5 metres or have a volume of stored water greater than 3 litres.”
	The aim is to prevent it from being kept at risk temperature, and when designing it must be sized to achieve that objective.

	SESA (Spanish Society for Environmental Health)
Include a table as proposed below:
Table No. 1 - Preventive Measures and DESIGN of Heated Water Facilities: HYDROMASSAGE BATHTUBS, SPAS, THERAPEUTIC SWIMMING POOLS
FACILITIES WITHOUT RECIRCULATION AND FOR INDIVIDUAL USE
· The hot and cold water mixing device shall be as close as possible to the pool or tub, avoiding pipes with water at risk temperatures (32°C-40°C).
· They shall be provided with drainage allowing the water of the circuit to be entirely emptied, when not in use and between different users
FACILITIES WITH RECIRCULATION AND COLLECTIVE USE
RECIRCULATION AND FILTRATION:
1.Recirculation pump and filters with capacity to ensure recirculation time according to volume:
Volume <5 m³; 30 min., Volume 5-10 m³; 120 min., Volume >10 m³; <240 min.
2. Install recirculated water meters.
3. The maximum speed of sand filters must be 36.7 m³/hour/m². In no case exceed 40 m³/hour/m²
WATER RENEWAL:
1. They shall have purging systems that ensure water emptying and circuit renewal at a rate of 3 m³/hour/every 20 users.
2. Install renewed water meters.
3. Backup equipment, sections of pipes with a blind bottom, shall have cut-off taps and purges.
WATER SUPPLY: The water must undergo appropriate treatment prior to entry into the pool or tub so as to comply with R.D.140/2003 (depending on provenance).
DISINFECTION: Automatic disinfection and automatic product addition system, with continuous dosing on the circuit, maintaining residual disinfectant level.
AIR RENEWAL: Renovation system with the capacity of: 2.5 dm³/s/m² water surface.
MATERIALS: There must be no obstacles hindering the circulation and renewal of water.
Smooth materials, resistant to treatments and easy to clean and disinfect.
WATERTIGHTNESS: The pool or tub must be watertight, avoiding leaks, and if there are underwater constructions (steps, ladders, beds, etc.) complete waterproofing systems must be installed to prevent the transfer of water to the interior chambers and the possibility of water returning to the pool or tub.
DIFFUSERS AND NOZZLES Low aerosolisation and easy to clean and disinfect.
SAMPLING POINTS: At least one point in the treatment circuit before entering the pool or tub and another in the pool or tub itself in the area furthest from the entrance.
COMPENSATION TANKS: Dimensioned for a minimum volume, avoiding stagnation, smooth materials, resistant to disinfections.
TECHNICAL ROOMS: Pumping, filtration, etc. with sufficient surface, access and ventilation.
Comment: The terminology does not correspond to the classification in Annex I. This section is very little developed. It does not specify minimum design criteria, being facilities with high risk of Legionella proliferation. It should require what is specified in the applicable regulations: Standard UNE-100030 pp. 46-47 and take account of RD. 742/2013. However, the public consultation input indicates that it is taken into account.
	Bearing in mind that therapeutic swimming pools would have the status of health centres, it is considered that exhaustive development of this falls within that scope and that the requirements set out in this part of the RD cover the aspects of control and prevention of Legionella spp.
Its wording, incorporating points 5 and 6 corresponding to this type of facility in Annex IV would remain: 
2. Facilities without recirculation
a) For installations without recirculation in which the temperature of the water is achieved by mixing domestic cold and hot water, the mixing device must be as close as possible to the pool or tub in order to avoid ingress of stagnant water at risk temperatures.
b) Where the water comes from own sources or from a supply network that does not guarantee an adequate level of disinfectant in the water supplied, a disinfection system shall be installed.
c) In the latter case, and for the proper disinfection of the water, an intermediate tank shall be installed in which, where appropriate, by means of a dosing device, preferably automatic, the water shall be disinfected. The dimensions of the tank shall ensure that the water remains for long enough to be properly disinfected.

	Part D. Spray evaporative cooling devices using aerosolisation cooling elements

	1. As a general rule, whenever possible, facilities when located in public spaces or for collective use shall not have a tank. The water shall come from a drinking water distribution network. 
2. If they have a tank, it must be accessible for cleaning and disinfection treatments. The tank must be adequately protected against changes in temperature, dirt, etc. 
3. The water used in these facilities must comply with the provisions of the current legislation on water for drinking.

	Autonomous Region of Catalonia
Considers it appropriate to incorporate this requirement: “Where a tank is in place, it shall be accessible for cleaning and disinfection treatments and shall be equipped with an accessible purge valve at the lowest point allowing complete emptying of the tank and shall allow samples of water to be taken.”
Comment: The part relating to sampling is incorporated. For the rest it remains in its initial wording.

	SESA (Spanish Society for Environmental Health)
PART D. Spray evaporative cooling devices using aerosol cooling elements such as nebulisers.
Comment: The minimum requirements for the design and maintenance of these items of equipment to avoid the proliferation of Legionella are hardly developed at all, even though they are installations subject to the risk of Legionella transmission. Some of the design features should be included.
In this line the Guide of the Andalusian Regional Government for this type of facilities establishes minimum requirements in the design:
• The distribution network must be a circuit in which the entire volume of water flows, avoiding stagnation, dead zones or low circulation zones.
• The pipes must achieve a correct rate of renewal of water compared to the volume of water stored (short pipes).
• Drain/purge tap, allowing sediment to be emptied (advising that the circuit be renewed every 24 hours).
• Materials capable of resisting the aggression of chlorine or other biocidal products.
• Keeping the water at a temperature of >20°C by insulating pipes, avoiding direct sunlight, increasing the number of purges, etc.
• Maintaining a quality of water supply, or including softeners, filters, ultraviolet lamps.
• Possessing a sampling point.
Comment: In addition to the specific facilities, the general conditions set out at the beginning of the Annex apply.

	AQUA AMBIENT
PART D. Spray evaporative cooling devices using aerosol cooling elements such as nebulisers.
Comment: Throughout the RD, for operational purposes, efforts have been made to avoid examples as much as possible and focus on the description of the system.

	Part E. Other facilities

	BARCELONA PUBLIC HEALTH AGENCY
	Since it is indicated that this section includes all facilities or uses that may produce aerosolisation and are common to any facility in the design and assembly phase, we understand that the title should indicate “all facilities” instead of “other facilities”.
	It is decided to maintain “other facilities” since Parts A, B and C set out specifications for specific facilities.

	This section includes all facilities or uses that can produce aerosolisation and are common to any facility in the design and assembly phase.

	AUTONOMOUS REGION OF ARAGON
	“...which can produce aerosolisation and whose characteristics are common...” (For a better understanding of the text)
	This part applies generally to all facilities or equipment in which the provisions of Article 1 of the RD are met and for which specific requirements are not laid down in Annex III, Parts A, B and C.
For further clarification, this paragraph is replaced by: “This paragraph includes all facilities or equipment referred to in Article 1 which cannot be included in Part A, B or C of this Annex. In general they must:”

	SESA (Spanish Society for Environmental Health)
	Include: 1. GENERAL CRITERIA
Comment: Does not specify to which facilities listed in Annex I it refers. It includes in the same section facilities in Part A of that Annex (firefighting water) together with almost all facilities in Part C (spray irrigation, fountains, car washing, etc.). These facilities are very different in design and maintenance.
	

	AQUA AMBIENT
	Include: 1.GENERAL CRITERIA
	

	1. Source of water. 
a) In facilities using potable water, it is mandatory that they comply with the requirements laid down in the current legislation on water for drinking.
b) In risk facilities (Annex I), preferably water for drinking shall be used, in the case of the use of water from sources other than the drinking water distribution network, the necessary treatment must be available to avoid the presence of Legionella spp in the facility.
c) The quality of the supply water must be appropriate to the requirements of the manufacturers of the different elements of the facility.

	Autonomous Region of Andalusia
As far as Part E is concerned, other facilities, provisions are laid down regarding the source of the water, but it is not clear whether or not these provisions apply to the facilities referred to in the preceding paragraphs of this Annex, since reference is also made to Annex I in point 1(c). We therefore believe that the source of the water should be at the beginning of this Annex, with references to each type of facility, including ‘other facilities’.
	The following wording is proposed:
Source of water:
a) Preferably water for drinking shall be used, in the case of the use of water from sources other than the drinking water distribution network, the necessary treatment must be available to avoid the presence of Legionella spp in the facility.
b) The quality of the supply water must be appropriate to the requirements of the manufacturers of the different elements of the facility.

	2. The entry of foreign materials into the facilities must be avoided by means of appropriate devices in the connections, previous tanks, air intakes and external openings. 

	It is proposed that it be moved to the design part, since this is the most appropriate in view of its content, being included in paragraph 6.(f)
	“f) The entry of foreign materials into the facilities must be avoided by means of appropriate devices in the connections, previous tanks, air intakes and external openings. If the quality of the supply water so requires due to its high suspended particulate content, a filter must be installed.”

	3. Facilities must undergo cleaning and disinfection prior to commissioning.

	From the contributions received in other sections of the same Annex. It refers to maintenance and not to design and materials.
(See Annex IV, Part D.1.2)
	Deleted

	4. Temperature. The water temperature must be prevented, as far as possible, from remaining above 20°C. To this end the equipment, appliances and pipes must be appropriately designed and thermally insulated to minimise the emission of aerosols to the environment, especially for terminal points and external protective elements of the facilities.

	BARCELONA PUBLIC HEALTH AGENCY
The text does not indicate that, if tanks are available, they should be adequately protected against temperature changes. Proposal: 4. Temperature. The water temperature must be prevented, as far as possible, from remaining above 20°C. To this end the equipment, appliances, pipes and tanks must be appropriately designed and thermally insulated to minimise the emission of aerosols to the environment, especially for terminal points and external protective elements of the facilities. (This last sentence is repeated in point 6(a) design
	This is an error; it is deleted from that paragraph.

	Laboplus (Group of Private Environmental Health and Food Safety Laboratories)
Miguel Sabriá Leal
4. Temperature. The water temperature must be prevented, as far as possible, from remaining above 20°C if weather conditions permit.
(Justification: In many parts of Spain, with the arrival of summer months or even throughout the year the ambient temperature is above 25°C, so it is obvious that the desired temperature of less than 20°C could not be reached.)
	It is included in the wording of that paragraph.

	Comment: Point 4, after assessing its content, is proposed to be incorporated into the design section.
	

	5. Materials. Materials must be selected that do not favour bacterial development and that resist the conditions of use of the facility, heat treatments, biocide treatments, the aggressive action of water, etc., either by itself or by appropriate means.

	It is proposed, as in the introductory paragraph of the Annex, to be included after the design section.
	

	6. Design:
a) A suitable design must be made to minimise the emission of aerosols to the environment, especially for terminal points and external protection elements of facilities, avoid water stagnation areas, such as by-pass pipes, standby equipment and appliances, sections of pipes with a blind bottom, etc.
b) In particular, equipment, tanks and appliances in reserve, if any, must be isolated by watertight shut-off valves and must be equipped with a drainage valve located at the lowest point.
c) All equipment, tanks and appliances must be easily accessible for inspection, maintenance, cleaning, disinfection and sampling (according to their design characteristics), and must have all necessary measures to prevent occupational risks.
d) Pipe networks must be equipped with drainage valves at all low points. Drainage pipes must go to a visible and authorised location, and be dimensioned to allow the removal of accumulated sediment.
e) Facilities must have retention and isolation valves that prevent flowbacks and mixing of water from different systems.
f) A filter must be installed if the quality of the supply water so requires due to its high content of suspended solids.

	In point (c), since worker protection measures are not included for the rest of the facilities and bearing in mind the inclusion of an article on the application of the legislation on the prevention of occupational risk, it has been considered appropriate to delete “...and must have all necessary measures to prevent occupational risks.”
	Proposed wording would read as follows: “c) All equipment, tanks and appliances must be easily accessible for inspection, maintenance, cleaning, disinfection and sampling (according to their design characteristics).”

	AUTONOMOUS REGION OF CASTILLA-LA MANCHA / Autonomous Region of Catalonia
In point (f). In addition to suspended solids, it is essential to include the parameter turbidity, which is what is usually measured and is shown in Table 1.
	‘Solids’ is replaced by ''particulates’. (Justification, also includes the sizes covered by the turbidity parameter)

	SESA (Spanish Society for Environmental Health) / AQUA AMBIENT
f) A filter must be installed if the quality of the supply water so requires due to its high content of suspended solids/turbidity.
Comment: Also include turbidity. They are different terms, but they are directly linked. It is preferable to introduce turbidity, since all tables in the RD always mention turbidity, not suspended solids, as a parameter to be controlled or limited.
	

	Pall España, S.A.U.
It is proposed in (f) to be more specific regarding the filtration of the supply water. The particle index is given by an SDI value but since it is not referred to, at least indicate a micron rating and a filtration efficacy that can actually benefit the facility, making conditions less conducive to proliferation.
(f) A filter must be installed if the quality of the supply water so requires due to its high number of suspended solids with a minimum efficacy of 95% and a maximum micron rating of 90 microns.
Comment: a) The filtration of the input water is covered at several points of the draft, however, it is done in a very general way, without specifying efficacy or microns. It is understood that the spirit of this Royal Decree is to reduce the contribution of particles and nutrients that favour the growth of bacteria and the development of biolayers, and that at the same time negatively affect systemic chemical and thermal measures. If it is not limited in efficacy and micron rating, a user might derive a false sense of security from any coarse filtration, or even be led to believe that the filter protecting the meter (referred to in the Technical Building Code and the Health Document HS - Health, with comments from the Ministry of Public Works, dated 9 October 2020) fulfils the mission of protecting the facility.
	Because turbidity is a parameter that measures the degree of transparency lost by water or other colourless liquid due to the presence of suspended particles. Technical specifications for filters are not included since the type of filter, if any, must ensure that the degree of turbidity set out in Table 1 is met.

	Pall España, S.A.U.
It is proposed to include a requirement for point-of-use filters to avoid the return of water and not to contaminate the facility: “If end point filters are used, they must avoid the return of water and must not cause microbiological contamination upstream.”
Comment: It is included in paragraph (g).

	7. Provision must be made for the installation of representative water sampling points for each facility, including a plan or diagram of the facility.

	It is identified that within the Design it is indicated in letter (c). The representativeness of the sampling corresponds to the sampling programme.
Comment: It is proposed that it be deleted.

	8. During the construction and assembly phase of the facilities, except during testing, the retention of stagnant water inside the pipes must be avoided until the facilities are definitively put into operation. Pipes that have been filled with water for mechanical strength and watertightness testing must be emptied when the tests have been completed.

	Comment: Point that because of its content should be included in maintenance activities 
	Moved to Part D.1 of Annex IV

	Comment: With the proposed amendments, this part would be worded as follows:
Part E. Other facilities
This section includes other facilities not covered by Part A, B or C of this Annex.
General: 
1. The design of the facility shall be such as to:
a) minimise the emission of aerosols to the environment, especially for terminal points and external protection elements of facilities, avoid water stagnation areas, by-pass pipes, standby equipment and appliances, sections of pipes with a blind bottom, etc.
b) prevent, as far as possible and if weather conditions permit, the water temperature from remaining above 20°C by means of thermal insulation of equipment, appliances and pipes, etc. if necessary.
c) avoid the entry of foreign materials into the facilities by means of appropriate devices in the connections, previous tanks, air intakes and external openings. A filter must be installed if the quality of the supply water so requires due to its high content of suspended solids.
c) afford access to equipment, tanks and appliances in order to carry out inspection, maintenance, cleaning, disinfection and sampling tasks.
e) facilities must have retention and isolation valves that prevent flowbacks and mixing of water from different systems.
f) pipe networks must be equipped with drainage valves at all low points. 
g) if end point filters are used, they must avoid the return of water and must not cause microbiological contamination upstream.”
h) in particular, equipment, tanks and appliances in reserve, if any, must be isolated by watertight shut-off valves and must be equipped with a drainage valve located at the lowest point.
2. Source of water
a) Preferably water for drinking shall be used, in the case of the use of water from sources other than the drinking water distribution network, the necessary treatment must be available to avoid the presence of Legionella spp in the facility. Facilities using potable water shall comply with the requirements applicable to them as laid down in the current legislation on water for drinking. 
b) The quality of the supply water must be appropriate to the requirements of the manufacturers of the different elements of the facility.

	2. WATER QUALITY CRITERIA.

	The water of the facilities covered by this Royal Decree must comply with the parameters indicated in Table 1 with regard to the quality of the water, except for water declared as mineral-medicinal or thermal which may, according to their characteristics, be exempted from compliance by the health authority of the Autonomous Region concerned.

	Autonomous Region of Catalonia
Proposes the following wording: “The water of the facilities covered by this Royal Decree, in order to avoid the presence of Legionella, must comply with the parameters indicated in the following table with regard to the quality of the water, except for water declared as mineral-medicinal or thermal which may, according to their characteristics, be exempted from compliance by the health authority of the Autonomous Region concerned.
Comment: We do not consider it necessary to repeat “in order to avoid the presence of Legionella” especially given that Legionella may originate from the source

	Table 1. Parameters

	Autonomous Region of Andalusia
Since controls on biocidal products used in facilities are laid down throughout the text, subject to exceptions, a reference level of residual biocidal product present in facilities should be indicated in order to determine conformity or non-conformity for the optimal protection of the facility.
Comment: In view of the wide variety of biocidal products for use in disinfection, as indicated throughout the RD, account must be taken of the content reflected in the authorisation of the biocidal product.

	AUTONOMOUS REGION OF CATALONIA
- In the section of the table on cooling towers, it is proposed to add humidifying plants, as we consider that they must also meet these criteria. 
- Aerobic organisms in cooling towers/evaporating condensers: we propose adding a note in the table indicating that when this value is exceeded, a risk assessment must be carried out, reviewing the maintenance programme, checking the biocidal product level and whether it is necessary to carry out an analysis of Legionella. And indicating that from 100,000 corrective actions must be carried out as appropriate. This is in line with the UK and ECDC guides. 
- Aerobic organisms for “Heated water systems or systems with similar temperatures (Annex I, Part B facilities)”: we propose to change the value of 100 CFU/ml to “without anomalous changes”, in line with what is established for potable water, and since furthermore the regulations on swimming pools do not regulate it. 
- Aerobic organisms: we propose adding in “Other facilities that can produce aerosolisation”: “without anomalous changes”. 
- In the Iron value and we understand that there is an error and that <0.2 mg/l should be indicated. 
- As regards the measurement temperature for aerobic organisms, we see an inconsistency between what is indicated in Table 1 and Table 7 of Annex VI. Table 1 shows 36°C and Table 7 22°C. We understand the criterion for cooling towers and evaporating condensers should be 36°C in both tables.
	These facilities do not affect the environment outside them, so the protection of workers from Legionella falls within the scope of labour law (see Article 4) 

	Autonomous Region of the Balearic Islands: Preferably <20°C Justification: To be in line with the provisions of paragraph 1.E.4 of the same Annex III.
Evaporative cooling devices using...: 
	Amended

	Autonomous Region of Navarre
· For “towers and evaporating condensers”: ≤10,000 in aerobic organisms
· For “Heated water systems”: 
· Amend definition by removing reference to temperatures similar to those of heated water systems
· remove aerobic organisms.
	Most Autonomous Regions agreed to keep reference to temperatures similar to those of heated water systems.

	Region of Valencia
Where it says: Drinking water facilities. Iron <2 mg/L. 
New wording: Drinking water facilities. Iron <0.2 mg/L
	Accepted.

	Barcelona Public Health Agency
Indoor drinking water facilities: Preferably replace <20°C with <20°C where weather conditions permit, to be consistent with Part A 6a of the Annex.
Cooling towers and evaporative condensers.
- Indicates 36°C. It should be specified whether it is the method of analysis that is referred to.
- There is an inconsistency between the analysis method for aerobic organisms referred to in Table 1 (water quality parameters) of Annex 3 and that referred to in Table 7 (minimum sampling frequency) of Annex 4. Table 1 refers to aerobic organisms at 36°C, while Table 7 refers to 22°C.
Heated water systems or systems with temperatures similar to those of heated water systems (≥ 24ºC) and aerosolisation with/without...:
- Indicates 36°. It should be specified whether it is the method of analysis that is referred to.
- There is an inconsistency between the analysis method for aerobic organisms referred to in Table 1 (water quality parameters) of Annex 3 and that referred to in Table 7 (minimum sampling frequency) of Annex 4. Table 1 refers to aerobic organisms at 36°C, while Table 7 refers to 22°C.
	It has been amended, eliminating temperatures that could cause confusion

	ADHAC (Association of Heat and Cold Network Companies)
Indoor drinking water facilities: It is appropriate to clarify the criterion 60° throughout the tank.
	Not appropriate

	AEAS (Spanish Association of Water Supply and Sanitation)
Where it says, throughout the draft “CFU/L” replace by “number/L”
	In culture analysis this is not appropriate

	FEIQUE (Spanish Chemical Industry Business Federation)
It is not clear whether the 10,000 CFU/ml for aerobic organisms indicated in the row corresponding to cooling towers refers to the maximum permitted limit.
	Amended

	CONAIF
The parameters included in Chapter 2, Table 4 of the Technical Guide to the Application of RD 140/2003 should also appear in Table 1, Parameters.  (Justification: It is considered that it would provide more complete information on the water quality of the facility.)
	Not appropriate

	DIPSALUT (Independent Public Health Body of Girona Provincial Council)
Iron in domestic hot and cold water in what cases? Where there is any iron element in the facility? In facilities where it is certain that there is no iron in any element of the facility?
	Established in drinking water legislation

	SESA (Spanish Society for Environmental Health)
· Amend:  Iron total (mg/L) 
· Include Conductivity
Comment: In cooling towers, it does not include checks on conductivity, which is in contradiction with Annex III. Part B. point 6 which mentions purges to maintain the maximum permissible conductivity levels and Annex IV. Part B.1-point 5 which also indicates that conductivity must be checked to determine the scaling or corrosiveness of the water.
· Indoor drinking water facilities: It would be good for the table to include free residual chlorine levels and minimum pH to be taken into account
· Cooling towers and evaporative condensers. 
· Aerobic organisms 100,000 CFU/ml at 36°C
Comment: It is considered an exaggeration to set the current limit of 10,000 CFU/ml for several reasons:
Firstly, because there are guides, codes of good practice and/or international legislation, which set the limit of 100,000 (not 10,000) CFU as the value from which to trigger corrective actions, the most prominent ones being:
- Code of Practice for the control of Legionella Bacteria in Cooling Towers. Published by the Institute of Environmental Epidemiology of Singapore.
- Eurovent/Cecomaf Guide - Standard UNE 100030:2001 itself also indicated 100,000 as a recommended limit value.
- The Australian Standard AS/NZS 3666 also lays down that limit.
- The US Cooling Technology Institute sets even higher guide values (107 CFU/ml)
- Risques sanitaires liés aux proliférations de Legionella dans l’eau- 2. 2006-Agence Française de Sécurité Sanitaire (100,000,000 CFU/ml)
- “Legionella and the prevention of Legionellosis” of the WHO which establishes values of 500,000 CFU/ml as a limit for towers
- Standard UNE 100030:2017 “Prevention and control of the proliferation and dissemination of Legionella in facilities”
- Decree 14-2-2018 Ministry of Health Government of Andorra (Table 2)
Secondly, because it has also been demonstrated that there is no direct technical or scientific relationship between the total content of aerobic organisms and the Legionella concentration.
Practical experience of the sector and health inspection in the monthly checks over more than 20 years reaffirms that there are very many examples of samples with aerobic organism results below 1,000 CFU/ml with positive Legionella results and sometimes with prominent populations (>10,000 CFU/l).
Thirdly, because it is already proposed to carry out monthly controls for Legionella, which is the bacterium directly causing the disease, and these controls currently cost the same as analysing total aerobic organisms, and it is not necessary to be so strict with the value of total aerobic organisms.
Aerobic analysis should be of minor importance in the prevention of Legionella and, if desired, can be maintained as an indicator of the biocidal product’s effectiveness in maintaining the facility. From this point of view, a value of 100,000 CFU/ml is much more appropriate in a cooling circuit, evaporative condensers and industrial humidifiers, for corrective action.
· pH: variable depending on the biocidal product (note 1) (-at the bottom of the table) Note 1: if sodium hypochlorite is used as the sole biocidal product in the facility, it is recommended to keep the pH of the water at between 7 and 8 to maintain its maximum disinfectant efficacy.
Comment: It is important to introduce this note to avoid poor practices or inefficient disinfections. There are still some operatives who think that adding high concentrations of hypochlorite to make it smell of chlorine is good disinfection, and as is known, if the pH is not adjusted, the disinfectant power is greatly reduced.
· Evaporative spray cooling devices using aerosolisation cooling elements
Temperature: <20ºC (note 2) (at the bottom of the table: Note 2: when weather conditions permit)
Comment: Although it is already mentioned in the articles, it is better to specify it again in the Table, since it is the tables that are usually used for consultation.
· Other facilities capable of producing aerosolisation
Temperature: <20ºC (note 2) (-at the bottom of the table: Note 2: when climatic conditions permit)
Comment: Although it is already mentioned in the articles, it is better to specify it again in the Table, since it is the tables that are usually used for consultation.
· Include a new row Industrial humidifying plants
- Aerobic organisms: 100,000 CFU/ml at 36°C
- pH: Not applicable
- Temperature: Not applicable
Turbidity: <10
- Total iron: <2

	Accepted.

	AQUA AMBIENT
· Indoor drinking water installations
Total Iron Replace with “The provisions of RD 140/2003”
· Cooling towers and evaporative condensers
Aerobic organisms (10,000). Justification: We consider it an exaggeration to set the current limit of 10,000 for several reasons:
Firstly, because there are guides, codes of good practice and/or international legislation, which set the limit of 100,000 (not 10,000) CFU as the value from which to trigger corrective actions, the most prominent ones being:
· Code of Practice for the control of Legionella Bacteria in Cooling Towers. Published by the Institute of Environmental Epidemiology of Singapore.
· Eurovent/Cecomaf Guide
· Standard UNE 100030 of 2001 also indicated 100,000 as a recommended limit value.
· The Australian Standard AS/NZS 3666 also sets that limit.
· The US Cooling Technology Institute sets even higher guide values (107 CFU/ml)
· Risques sanitaires liés aux proliférations de Legionella dans l’eau-2.2006-Agence Française de Sécurité Sanitaire (108 CFU/ml)
· “Legionella and the prevention of Legionellosis” of the WHO which establishes values of 500,000 CFU/ml as a limit for towers
· Standard UNE 100030:2017 “Prevention and control of the proliferation and dissemination of Legionella in facilities”
· Decree 14-2-2018 Ministry of Health Government of Andorra (Table 2)
Secondly, because it has also been demonstrated that there is no direct technical or scientific relationship between the total content of aerobic organisms and the Legionella population. 
· Practical experience of the sector and health inspection in the monthly checks over more than 20 years reaffirms that there are very many examples of samples with aerobic organism results below 1,000 CFU/ml with positive Legionella results and sometimes with prominent populations (>10,000 CFU/l).
Thirdly, because it is already proposed to carry out monthly controls for Legionella, which is the bacterium directly causing the disease, and these controls currently cost the same as analysing total aerobic organisms, and it is not necessary to be so strict with the value of total aerobic organisms.
· Aerobic analysis should be of minor importance in the prevention of Legionella and, if desired, can be maintained as an indicator of the biocidal product’s effectiveness in maintaining the facility. From this point of view, a value of 100,000 CFU/ml is much more appropriate in a cooling circuit, evaporative condensers and industrial humidifiers, for corrective action.
Fourthly, because the value now established leads to very high unnecessary dosages of chlorine or biocidal products (which we should not forget are harmful and environmentally damaging products) with the consequent implications for water discharges into the natural environment. From our experience and that of other companies in the sector, we estimate that there may be overdosing of 20-25 % of biocides or chlorine just to keep to 10,000 aerobic organisms, which would decrease significantly if the limit were set at 100,000 CFU (there may be unethical companies that are even delighted with this subject, but this is not the right approach).
Fifthly, we are dosing a number of unnecessary biocides and chemicals to keep the level of aerobic organisms below 10,000. and sometimes by means of shock cleaning and disinfection, emptying and refilling the water circuit, we are increasing water consumption unnecessarily, so we are going against the UN/WHO Sustainable Development Goals.
· It is also often generating an unnecessary cost to the operator of the facility (more unnecessary Legionella analyses, unnecessary extra disinfections, chlorine or biocide overdose, increased corrosion in the facility, etc.), just to keep aerobic organisms below 10,000 CFU, when the system would be perfectly controlled and risk-free without Legionella if shock disinfections and maintenance, analysis and treatment of water are correctly carried out, even with values above 10,000 and up to 100,000 CFU of aerobic organisms, without increasing the risk of Legionella proliferation.
· It must be borne in mind that a cooling tower has an air circulation of very many cubic metres of air per day and therefore of constant ingress of organic matter making very high values of total aerobic organisms quite usual but that may not pose a risk of legionella or to public health, since it is not drinking water or in direct contact with people.
In conclusion, at technical and scientific level Legionella spp should be analysed monthly in towers as a direct indicator as already provided, but aerobic organisms should be checked quarterly with a maximum limit of 100,000 CFU/L as an indirect indicator of the overall hygienic quality of the water circuit.
pH Include a Note (Note 1= Note 1: if sodium hypochlorite is used as the sole biocidal product in the facility, it is recommended to keep the pH of the water at between 7 and 8 to maintain its maximum disinfectant efficacy. Justification: It is important to introduce this note to avoid poor practices or inefficient disinfections. There are still some people who think that adding high concentrations of hypochlorite to make it smell of chlorine is good disinfection, and as is known, if the pH is not adjusted, the disinfectant power is greatly reduced.
Turbidity 15 instead of 10
· Evaporative spray cooling devices using aerosolisation cooling elements:
Temperature: Include a note 2: Note 2: when weather conditions permit. Justification: Although it is already mentioned in the articles, it is better to specify it in the Table, since it is the tables that are usually used for consultation.
· Other facilities capable of producing aerosolisation
Temperature: Include a note 2: Note 2: when weather conditions permit. Justification: Although it is already mentioned in the articles, it is better to specify it in the Table, since it is the tables that are usually used for consultation.
· Include another paragraph: Industrial humidifier plants: 
Aerobic organisms: at 36°C
 100.00 
pH
 not applicable
Temperature (°C): 
Not applicable
Turbidity 
<10
Total iron
 <2

	Accepted.
The text of the draft Royal Decree makes no reference to either hypochlorite or any specific biocidal product
Accepted.
Not appropriate
Not appropriate. These facilities do not affect the environment outside them, so the protection of workers from Legionella falls within the scope of labour law (see Article 4)

	LABAQUA, S.A. 
· No design criteria are established for industrial humidifier plants. 
Where the materials in contact with water in the facilities are not metal: Will the iron parameter need to be analysed periodically? 
	The water supply could come with iron. Therefore, if it is included to periodically analyse the iron parameter

	Ambientalys Consultoría y Análisis SL
Table 1. 
Header: 
· The aerobic organisms temperature indicated in the table is 36°C and subsequently 22°C in other tables; (Annex VI. Table 7). The temperature of the analysis should be indicated without error.
· Iron is mentioned, but it is not specified whether it refers to soluble iron or total iron, which we consider necessary, since it can be misleading.
For indoor drinking water facilities a limit of 2 mg/L is established for iron, which conflicts with the values set out in RD 140/2003 (200-600 micrograms/L).
	Corrected

	Laboplus (Group of Private Environmental Health and Food Safety Laboratories) / Miguel Sabriá Leal
Table 1. Cooling towers and condensers. 
Aerobic organisms CFU/ml
36°C
100,000
(Justification: We believe that it is very strict and unnecessary to set the current limit of 10,000 for several reasons: Firstly, because there are guides, codes of good practice and/or international legislation, which set the limit of 100,000 (not 10,000) CFU as the value from which to trigger corrective actions, the most prominent ones being: 
- Code of Practice for the control of Legionella Bacteria in Cooling Towers. Published by the Institute of Environmental Epidemiology of Singapore
- The 2001 UNE 100030 standard also indicated 100,000 as a recommended limit value.
- The Australian Standard AS/NZS 3666 also lays down that limit.
- The US Cooling Technology Institute sets even higher guide values (107 CFU/ml)
- Risques sanitaires liés aux proliférations de Legionella dans l’eau-2.2006-agence française de sécurité sanitaire (108 CFU/ml)
- “Legionella and the prevention of Legionellosis” of the WHO which establishes values of 500,000 CFU/ml as a limit for towers
- Standard UNE 100030:2017 “Prevention and control of the proliferation and dissemination of Legionella in facilities”
- Decree 14-2-2018 Ministry of Health Andorra Government (Table 2)
Secondly, because it has also been demonstrated that there is no direct technical or scientific relationship between the total content of aerobic organisms and the Legionella population.
Practical experience of the sector and health inspection in the monthly checks over more than 20 years reaffirms that there are very many examples of samples with aerobic organism results below 1,000 CFU/ml with positive Legionella results and sometimes with prominent populations (>10,000 CFU/l).
Thirdly, because it is already proposed to carry out monthly controls for Legionella, which is the bacterium directly causing the disease, and these controls currently cost the same as analysing total aerobic organisms, and it is not necessary to be so strict with the value of total aerobic organisms. Aerobic analysis should be of minor importance in the prevention of Legionella and, if desired, can be maintained as an indicator of the biocidal product’s effectiveness in maintaining the facility. From this point of view, a value of 100,000 CFU/ml is much more appropriate in a cooling circuit, evaporative condensers and industrial humidifiers, for corrective action. 
Fourthly, because the value now established leads to very high unnecessary dosages of chlorine or biocidal products (which we should not forget are harmful and environmentally damaging products) with the consequent implications for water discharges into the natural environment. From our experience and that of other companies in the sector, we estimate that there may be overdosing of 20-25 % of biocides or chlorine just to keep to 10,000 aerobic organisms, which would decrease significantly if the limit were set at 100,000 CFU (there may be unethical companies that are even delighted with this subject, but this is not the right approach).
Fifthly, we are dosing a number of unnecessary biocides and chemicals to keep the level of aerobic organisms below 10,000. and sometimes by means of shock cleaning and disinfection, emptying and refilling the water circuit, we are increasing water consumption unnecessarily, so we are going against the UN/WHO Sustainable Development Goals.
It is also often generating an unnecessary cost to the operator of the facility (more unnecessary Legionella analyses, unnecessary extra disinfections, chlorine or biocide overdose, increased corrosion in the facility, etc.), just to keep aerobic organisms below 10,000 CFU, when the system would be perfectly controlled and risk-free without Legionella if shock disinfections and maintenance, analysis and treatment of water are correctly carried out, even with values above 10,000 and up to 100,000 CFU of aerobic organisms, without increasing the risk of Legionella proliferation.
It must be borne in mind that a cooling tower has an air circulation of very many cubic metres of air per day and therefore of constant ingress of organic matter making very high values of total aerobic organisms quite usual but that may not pose a risk of legionella or to public health, since it is not drinking water or in direct contact with people.
In conclusion, at technical and scientific level Legionella spp should be analysed monthly in towers as a direct indicator as already provided, but aerobic organisms should be checked quarterly with a maximum limit of 100,000 CFU/L as an indirect indicator of the overall hygienic quality of the water circuit.
	Corrected

	SAMNOR
Table 1, Parameters, states that the level of turbidity in the water of cooling towers or evaporative condensers must be <10 NTUs. 
The current R.D. 865/2003 establishes a maximum water turbidity level for these installations of 15 NTUs. Account must be taken of the nature and principle of operation of these installations, since, as the name suggests, they are evaporators and therefore salt concentrators. Proposing to keep water turbidity below 10 NTUs can lead to a significant increase in water consumption, a considerable increase in the consumption of chemicals (biocides, inhibitors), due to the increase in the purging regime to maintain the required turbidity levels. There are many factors that influence the level of turbidity - type of equipment, operating regime, location, quality of supply water, even if it comes from the public network. It should also be noted that the installation of effective external filtration equipment is a measure that entails a significant cost for both installation and maintenance, and in most cases its effectiveness does not represent a very obvious improvement. 
From SAMNOR we propose that the maximum level of turbidity in water in towers and condensers be maintained at 15 NTUs, and that for these types of installations more comprehensive preventive maintenance be carried out and with a minimum four-monthly frequency for C&D treatments which currently as per RD 865/2003 are half-yearly. It has been shown that increasing the frequency to four-monthly has a very positive influence on the operation and maintenance of these types of installations, and it would be more in proportion to the number of samples that could now be required as regards legionella spp.

	Corrected

	BIENDA
Table 1. 
In the section on cooling towers and evaporative condensers we propose amending the following parameters in Table 1: 
- Aerobic organisms: We propose to include the study at 22°C. When performing the on-site temperature measurement it is possible to carry out the test at the temperature closes to the operating temperature of the circuit, thus evaluating the actual situation of the equipment. 
- Aerobic organisms: Increase the limit to 100,000 CFU/ml. Treatment of facilities over the years has shown that there is no direct proportionality between aerobic organisms and Legionella. Trying to keep aerobic organisms low causes biocidal product overdoses (with consequent damage to the environment) and ineffective working conditions of equipment (with increased waste of water). 
Turbidity: Raise the level to 15. As in the case of aerobic organisms, there is no direct proportionality between turbidity and Legionella. Reducing the turbidity limit will lead to an increase in water consumption by not being able to concentrate properly, if values of 5 are allowed in the supply, it will only be possible to concentrate once, whereas normal concentrations are higher than 5. Even installing filters some industrial facilities will have many problems keeping turbidity below 15 (not to mention the huge water consumption that is needed to perform filter washes). 
- Conductivity: We propose to include the measurement of conductivity that must comply with the limits established by the Technical Head in the Water Treatment Plan. 
	Corrected

	INMA RODRIGUEZ MORA
CONTROL VALUES FOR AEROBIC MICROORGANISMS 
In Table 1 of Annex II, point 2 indicates for indoor drinking water facilities and for evaporative cooling devices by spraying by means of aerosolisation cooling elements that the reference value is “as provided in RD 140/2003”. 
In RD 140/2003 the reference values for aerobic micro-organisms are <100 CFU/ml at the drinking water treatment station output and “without anomalous changes” in the distribution network. 
So the applicable reference values would be “without anomalous changes” which can lead to multiple interpretations and confusion. 
	The indication “without anomalous changes” refers to the previous circuit phase (drinking water treatment station)

	Spanish Society of Preventive Medicine, Public Health and Hygiene
With regard to the temperature of domestic hot water, further revision of the following points is requested: 
The minimum temperature of domestic hot water for control of Legionella colonisation in facilities must be considered to be ≥55°C, not ≥50°C. This change is requested based on: 
1. Scientific evidence published in this regard [1-3]. 
2. The contradiction with Standard UNE 100030:2017 Prevention and control of the proliferation and dissemination of Legionella in facilities, which establishes the minimum temperature in health centres as 55°C. 
3. Harmonisation with the majority of European rules. 
[LITERATURE 
1. Darelid J, Löfgren S, Malmvall BE. Control of nosocomial Legionnaires’ disease by keeping the circulating hot water temperature above 55°C: experience from a 10-year surveillance programme in a district general hospital. J Hosp Infect. 2002;50:213-9. 
2. Bédard E, Fey S, Charron D, Lalancette C, Cantin P, Dolcé P, Laferrière C, Déziel E, Prévost M. Temperature diagnostic to identify high risk areas and optimise Legionella pneumophila surveillance in hot water distribution systems. Water Res. 2015;71:244-56. 
3. Gavaldà L, Garcia-Nuñez M, Quero S, Gutierrez-Milla C, Sabrià M. Role of hot water temperature and water system use on Legionella control in a tertiary hospital: An 8-year longitudinal study. Water Res. 2019;149:460-466. ]
	Corrected

	IDEXX LABORATORIOS
Aerobic organisms: CFU Number/ml
(To agree with Article 1, which allows alternative methods, the parametric value has to be the number/l. This is in line with the general European principle promoting research and innovation. The Royal Decree is a permanent document that cannot be updated every time a new test comes to the market, the legislation has to provide for. Alternative methods having to provide a comparison table with CFU)
(Note: proposes in all tables in the RD to delete in the reference to Legionella spp and that the unit of measurement be No./ml)
	Not appropriate

	FAE
 Daily temperature measurement of domestic hot water final accumulator heaters is entirely unacceptable, testing continuously above 60-65°C year-round, when these, the potential customers, have many centres or cannot afford, due to the lack of financial allocations, to execute or pay for them, since in the great majority of cases, they do not have qualified maintenance technicians with the Water Control/LEGIONELLA course (which is the case of more than 7-8 remote control centres more or less), so perhaps if they carry out for example a few more annual control or cleaning analyses or include additional disinfection systems, they may be authorised to reduce the number of annual temperature readings, including Saturdays, Sundays and public holidays (from 365 days a year = 365 annual temperature readings a year to fewer and equal to the REAL AND VIABLE number that can be UNDERTAKEN/ACCEPTED BY POTENTIAL CUSTOMERS).-
	

	AMBIQAI
“Aerobic organism water analysis at 36°C” Why not at 22°C? Water that is not subjected to temperature processes is more aligned with sampling at 22°C, for example cisterns, cold water distribution network.
	Corrected

	Juan Manuel Gil Rodríguez
In drinking water an iron limit of 2 ppm is indicated. It must be an error, since RD 140/2003 indicates a limit of 0.2 ppm and the development of the same Royal Decree indicates 0.6 ppm to declare water unfit for consumption.
	Corrected

	Adrián Martin Rodríguez and José Julián Infantes Labela
We would also like levels to be set for chemicals authorised for disinfection of facilities at risk of legionella: Chlorine bromine peroxides, isothiazolinone, etc.
Setting levels for treatments in shock outbreaks and maintenance.
	Not appropriate: with the wide variety of disinfectants it would be difficult to establish and maintain an up-to-date list. The indications given in the authorisation and the instructions of the manufacturer of the disinfectant must be followed.

	BIENDA
1.3. Assessment of pH and conductivity 
The pH of a facility is a critical parameter for Legionella proliferation only in the case of certain biocidal products (such as sodium hypochlorite). Most biocidal products have the same performance in the entire pH range of facilities. We believe that it is not necessary to measure pH continuously or daily when the biocidal product does not require it. 
The text should be amended to “the pH shall be measured when the effectiveness of the biocidal product depends on pH” in the following points: 
- Chapter IV Article 13(1) 
- ANNEX IV Part B.2.II. point 2(c) 
- ANNEX VI Part C. Table 7 
- ANNEX IV Part A.2. paragraph 5 
- ANNEX IV Part C.2.II. paragraph 1 
- ANNEX VII Part B, point 3 
- ANNEX IV Part A.5, point f 
- ANNEX IV Part C.3.3(c) 
- ANNEX VII Part E.3. point 4 
- ANNEX IV Part B.1. point 7 
- ANNEX IV Part D.4.I point 1 
- ANNEX IX Part B, point 4 
- ANNEX IV Part B.2.I. point 2(b) 
- ANNEX IV Part D.4.II point 1
- ANNEX IX, Part C, point 19 
 - ANNEX IV Part B.2.II. point 2(b)
- ANNEX IV Part B.2.I. point 2(c)
- Comment: This indication has been propagated to each of the points indicated.

	BIENDA
- In the case of cooling towers and evaporative condensers the conductivity is a determining parameter, since a failure in the purging systems can quickly increase the amount of salts, sludge and microbiological parameters. 
- We believe that conductivity should be measured daily to verify the proper functioning of purge systems, and that if possible it should be measured automatically together with the biocidal product. 
	The frequency of conductivity measurement is a value to be defined in the facility maintenance plan 


	Issuer of the contribution
	Contribution
	Comment

	ANNEX IV. Maintenance and cleaning and disinfection programme of the facilities

	In the title

	CHARTERED REGION OF NAVARRE
Suggest: “Maintenance and PREVENTIVE cleaning and disinfection programme of the facilities”
	As a result of the various contributions received relating to the title of the Annex, based on the names listed in Article 7.2.) [and it is identified that the aspects that] the following title to the Annex is proposed
Maintenance and revision programme and programme for treatment of facilities and equipment. 

	AUTONOMOUS REGION OF CASTILLA-LA MANCHA
Throughout the annex when referring to maintenance programme, it should be changed to maintenance and revision programme as referred to in Article 7.2(b). 1)
	

	SESA (Spanish Society for Environmental Health) / AQUA AMBIENT
ANNEX IV. Maintenance, revision and cleaning and disinfection programme of the facilities (Comment: To unify throughout the text “maintenance and revision”, as correctly indicated in point 2.b.1 of Article 7)
	

	The following descriptive paragraphs are inserted as an introduction: 
A set of actions for the control of facilities which must include not only the frequency with which the activities are to be carried out but also the corrective actions to be carried out in the event of anomalies in the state of maintenance of the facilities. 
In general, at pre-established intervals, the proper functioning of the facilities must be checked and the conservation and cleaning status reviewed in order to detect the presence of sediments, scale, corrosion, sludge or algae in facilities likely to house them and any other circumstances that alter or may alter the proper functioning of the facility. If a deteriorated component is detected, repair or replacement must be carried out, noting the dates on which it was detected, repaired or replaced and identifying the personnel or company that carried out the activity. 
Both the maintenance programme and the treatment programme must detail the distribution of tasks among all personnel, both own and external, involved in their development, and the tasks of each worker must be identified, including those of the programme head and the technical head who, if necessary, must indicate the corrective actions, the maximum period for carrying them out and, if appropriate, the persons who must be notified in each incident.
The treatment programme must consist of:
1. Cleaning and disinfection programme, which must cover both general cleaning and disinfection of the entire facility and specific areas or items of equipment programmed and partial cleaning operations carried out as a result of any maintenance activity. It shall provide precisely for the procedures, products to be used and doses, precautions to be taken and the periodicity of each activity, with records of them being kept. Where treatment is carried out by both own staff and a contracted undertaking, a registration or certificate shall be drawn up, in accordance with the model set out in Annex X.
2. Water treatment programme, which shall include actions to maintain the quality of the water in the facility in correct physico-chemical and microbiological conditions, in particular as regards the presence of Legionella spp and the aggressive or scaling tendency of the water. They can be carried out by using chemical products, physical or physico-chemical systems. The programme must detail the treatment(s) selected for the correct maintenance of the water in the system.

	Note: Throughout the Annex and in order to unify the terminology used in this Annex with the articles and other annexes, it is proposed to use the term “correctoras” instead of “correctivas” [both mean ‘corrective’ in English].

	SESA (Spanish Society for Environmental Health) / AQUA AMBIENT)
The maintenance and revision programme must detail the distribution of tasks among all personnel, both own and external, involved in their development, and the tasks of each worker must be identified, including those of the programme head and the technical head who, if necessary, must indicate the corrective actions, the maximum period for carrying them out and, if appropriate, the persons who must be notified in each incident.
Comment: To unify throughout the text “maintenance and revision” as correctly indicated in point 2.b.1 of Article 7
The maintenance and revision programme must detail the distribution of tasks among all personnel, both own and external, involved in their development, and the tasks of each worker must be identified, including those of the programme head and the technical head who, if necessary, must indicate the corrective actions, the maximum period for carrying them out and, if appropriate, the persons who must be notified in each incident.
Comment: To unify throughout the text “maintenance and revision” as correctly indicated in point 2.b.1 of Article 7
Comment: The first and third paragraphs have been analysed through the prism of the proposed changes to the title, and the following wording is proposed:
“A set of actions for the control of facilities which must include not only the frequency with which the revisions activities are to be carried out but also the corrective actions to be carried out in the event of anomalies in the state of health and hygiene maintenance of the facilities.
The maintenance programme must detail the distribution of maintenance, revision and C&D tasks among all personnel, both own and external, involved in their development, and the tasks of each worker must be identified, including those of the programme head and the technical head who, if necessary, must indicate the corrective actions, the maximum period for carrying them out and, if appropriate, the persons who must be notified in each incident.

	Chemical products shall be dosed automatically or semi-automatically. Only exceptionally and temporarily may they be added by manual methods, and taking appropriate precautions.

	Autonomous Region of Catalonia
Proposes the following wording: “Chemicals products shall be dosed automatically. Only exceptionally and occasionally, where justified, may they be added by manual methods, and taking appropriate precautions.”’
	It must be borne in mind that, according to the maintenance activities of a facility, chemical products other than decalcifying or biocides may be used, such as lubricating oils for example, and the requirement of automatic or semi-automatic dosing cannot be imposed for all chemicals products.
Apart from this, taking into account the contributions related to the dosing of non-liquid biocidal products, the possibility of using them would be hindered. In turn, it will not be feasible for all types of facilities covered by the RD, nor is automatic or semi-automatic dosing provided for in Annex III.
In turn, such an obligation would go beyond what is currently provided for in the legislation on swimming pools.
The following wording is therefore proposed: “Chemical products shall be dosed whenever possible automatically or semi-automatically. In any case, the manufacturer’s instructions shall be followed.”

	SESA (Spanish Society for Environmental Health) / AQUA AMBIENT / Miguel Sabriá Leal
Chemical products shall be dosed automatically or semi-automatically. Only exceptionally and temporarily occasionally, where justified, may they be added by manual methods, and taking appropriate precautions.
	

	BIOVIDRIO, S.L.
Mention is made of aspects that entail a limitation of free competition, since, although the use of any product registered with the Ministry of Health is allowed, on the other hand the text refers to “automatic or semi-automatic” dispensers for the dosing of products, which implies a clear positioning in favour of liquid products, which undoubtedly harms solid product manufacturers, of which we are one.
As you know there are many solid products on the market, which are added according to the decision of the Ministry of Health for the registration of the products, in the water basin of the circuit. Even manufacturers of towers and evaporative condensers, such as Evapco, have developed slow-dissolving solid products for cooling tower and condenser circuit applications to avoid having to install automatic dosing systems.
Similarly, the use of solid products with slow leaching in water, according to the opinion of the Ministry of Health of 10 August 2004, is perfectly valid for the purpose of maintaining a concentration of residual biocidal product in water, and therefore does not require the installation of automatic dispensers. This is the market trend in other countries - solid, concentrated, easy-to-handle product.
Please take our remarks into account and do not expressly request the dosage of products with or without manual or automatic dispensers, but simply that the manufacturers’ instructions be followed. Otherwise, we believe that the rule would violate free competition in favour of certain liquid products and other interests, as well as reintroducing uncertainties in the interpretation of Royal Decree 865/2003.
	

	DIPSALUT (Independent Public Health Body of Girona Provincial Council)
Clearly specify what is meant by semi-automatic dosing.
Comment: This definition has been deleted. 

	AUTONOMOUS REGION OF NAVARRE
4.- CLEANING AND DISINFECTION TREATMENTS. It has been observed in Annex III that in some of the procedures for cleaning and disinfection by biocidal products, action times have been set for these.
Given the quantity of biocidal products authorised for these uses, and bearing in mind that the technical data sheets for biocidal products show the concentration and the action times required for cleaning and disinfection, we understand that in the treatments listed the action times must be eliminated to read:
Carry out disinfection treatment with biocidal products authorised by the Ministry in accordance with the concentrations and action times set out in the relevant technical data sheets.
	This contribution is estimated to apply to all facilities and is therefore proposed to be included in the chemicals paragraph with the exception of the authorisation reference (given in Article 15) and the fact sheets. For the latter, the disinfectant manufacturer’s instructions must be taken into account.

	PART A. Human consumption water facility maintenance programme (transferred to B)

	SESA (Spanish Society for Environmental Health) / AQUA AMBIENT
“Part A. Human consumption water facility maintenance and revision programme (Comment: To unify throughout the text “maintenance and revision”, as correctly indicated in point 2.b.1 of Article 7)
Comment: Bearing in mind the statements referred to in Annex III and part of Annex IV, it has been decided to unify them, with reference only to the type of facility to which it refers. And retain for the latter the name referred to in Annex I. In such a way that it would be: “Part A. Human consumption water systems.”

	DIPSALUT (Independent Public Health Body of Girona Provincial Council)
It is proposed to add a title to paragraph A1. GENERAL ASPECTS (as in the other paragraphs of Parts B, C and D).
It is included in this sense.

	1. The frequency of cleaning and disinfection of hot and cold domestic water circuits shall be at least once a year and in addition in the following circumstances: when the facility is started for the first time, after a stop exceeding 15 days (except where a different period is determined by the health authority), after repair or structural modification, when a general review renders it advisable and when determined by the health authority.

	Autonomous Region of Catalonia
We propose adding a new circumstance at the end of the paragraph: when it is considered appropriate based on the result of the analysis or self-monitoring renders it advisable.
Comment: It must be borne in mind that the Annex is an annex of minimums, as laid down in Article 8, therefore it does not include such terms as “considered appropriate” or “renders advisable”.

	REGION OF VALENCIA
Where it says: 1. The frequency of cleaning and disinfection of hot and cold domestic water circuits shall be at least once a year and in addition in the following circumstances. 
New wording: The frequency of cleaning and disinfection of hot and cold domestic water circuits shall be at least once a year, without the interval between one disinfection and the next exceeding 12 months, and in addition in the following circumstances.
	The indication of “....the entire facility shall be at least once without exceeding 12 months... is incorporated

	AUTONOMOUS REGION OF CASTILLA-LA MANCHA
Point 1, in dealing with the frequency of cleaning and disinfection of hot and cold domestic water circuits, does not include accumulators, nor in fact does PART A.4 establish the frequency of cleaning and disinfection of accumulators.
It is therefore proposed to indicate in point 1 terms such as “any facility”, “circuit, including accumulators and tanks”, etc.
	

	AUTONOMOUS REGION OF ARAGON
 “...when the facility is started for the first time, after a stop of more than one month;...”
In accordance with Annex III, point 1, PART A, point 7 (i).
	

	Laboplus (Group of Private Environmental Health and Food Safety Laboratories) / Miguel Sabriá Leal
2. Revision of terminal points (tap and shower diffusers) must be performed at least monthly (revolving sample) and at least once a year
(Justification: It is appropriate to provide that these operations are to be understood as minimum operations and it is therefore appropriate to add “at least”.)
	

	LABAQUA, S.A. 
In indoor cold drinking water facilities that do not have a tank or showers, does annual cleaning and disinfection have to be carried out? 
Comment: The instruction is for the integrated circuit, regardless of the components forming it.

	SAMNOR
For this type of facility, and given the high risk posed by domestic hot water facilities, it seems to us that setting a minimum treatment is somewhat out of place and does not contribute anything to improving the hygienic quality of the facilities, safety, or to minimising the risk that they entail by their nature. Bearing in mind that a minimum quarterly frequency for legionella counts is proposed for this type of facility (Annex VII), SAMNOR proposes that both the sampling frequency and cleaning and disinfection treatments should be proportionate, i.e., establish a minimum frequency of treatments on a semi-annual basis accompanied by sampling for legionella counts with a minimum half-yearly frequency.
Comment: A minimum (1 yearly) is established. If the Legionella check shows that it is not sufficient, the appropriate corrective action must be taken. Since it is a minimum, it does not exclude the possibility of a higher frequency being established depending on the characteristics of the facility.

	2. Revision of terminal points (tap and shower diffusers) must be performed monthly (rotating sample) and at least once a year at all points.
3. The taps and showers in little-used rooms must be opened weekly, letting the water run for a few minutes.

	AUTONOMOUS REGION OF THE BALEARIC ISLANDS / Autonomous Region of Catalonia
Delete. Justification: This section is repeated in the following section PART A.1 Hot water and in PART 2 Cold water for human consumption
	Deleted from the other paragraphs (including reference to “no use” and “at least”)

	ALMUDENA GONZÁLEZ GASCÓN Y MARÍN
Points 2-4 of Part A are repeated in Parts A1 and A2.
	

	Laboplus (Group of Private Environmental Health and Food Safety Laboratories) / Miguel Sabriá Leal
3. The taps and showers in little-used rooms must be opened at least weekly, letting the water run for a few minutes.
	

	4. Annual cleaning and disinfection of the removable elements (taps and showers) must be carried out.

	Laboplus (Group of Private Environmental Health and Food Safety Laboratories) / Miguel Sabriá Leal
4. At least annual cleaning and disinfection of the removable elements (taps and showers) must be carried out.
Comment: With the wording proposed for the first paragraph this would already be taken into account. Point 4, as a result of the proposed amendment to point 1 (“the whole facility”), would not be necessary.

	Other contributions:

	DIPSALUT (Independent Public Health Body of Girona Provincial Council)
It is proposed to add that elements that are difficult to disassemble must also be cleaned and disinfected.
Comment: They would be included in the proposed wording of the first paragraph.

	SESA (Spanish Society for Environmental Health) / AQUA AMBIENT
4. Annual cleaning and disinfection of the removable elements (taps and showers) must be carried out and the corresponding analysis for Legionella spp must be carried out within 15-30 days for such C&D. (Comment: The verification analysis after the C&D is missing, as indicated for the other facilities throughout the RD)
Comment: The analytical aspects are set out in Annex VI (Sampling programme) 

	Spanish Society of Preventive Medicine, Public Health and Hygiene
In relation to the programme of maintenance in potable water facilities.  Annex IV - Maintenance and programme for cleaning and disinfection of facilities - Part A. Maintenance programme in potable water facilities - paragraph 4 
Indicates that: Annual cleaning and disinfection of the removable elements (taps and showers) must be carried out. 
· It is proposed that in units where there are patients with a high risk of infection, this operation should be performed monthly [4-6]. 
· It is proposed that in other units with a high risk of infection, in addition to taps and showers other elements such as siphons and drain valves be included [7].

Comment: The risk assessment of each facility shall establish the necessary controls to maintain control of Legionella 

	REGION OF VALENCIA
Include a paragraph 5 in Part A, general “The cleaning and disinfection procedures shall be validated or referenced by bodies of recognised prestige.”
Comment: The cleaning and disinfection procedures are validated on the basis of the results obtained in the verifications of their application (indicators and analytics) 
Within the specifications established for the sampling programme, the analysis of Legionella spp is established 15-30 days after the application of the C&D of a facility or part thereof.

	Pall España, S.A.U.
It is suggested to review all terminal points monthly. We suggest every 3 months to clean and disinfect the detachable diffuser elements of taps and showers. (Justification: Based on recommendations applied in the United Kingdom)

Comment: It is considered that there would be no need to increase the minimum frequency established for C&D of terminal points given the accompanying preventive measures (weekly opening of terminal points with little or no use).

	PONTEVEDRA TERRITORIAL HEALTH DEPARTMENT (GALICIAN REGIONAL GOVERNMENT)
The obligation to record all operations is not specified. An initial point should be added stating that all revisions contained in this Part A must be included in a register, as a form of documentary proof that all these tasks are carried out. At least the periodic checks, since C&D operations are included in the corresponding certificate. 
Comment: This obligation is set out in the articles (see Article 7(4)(d))

	PART A.1. Domestic hot water (Transferred to Part B.2.)

	AQUA AMBIENT
	Domestic hot water: Include the abbreviation ACS (domestic hot water) since later in the text this is mentioned without saying what it refers to. [Does not apply to the English translation,]
	It is included in the title of that Part

	The maintenance and cleaning status of the facility shall be reviewed on a quarterly basis as regards the accumulator tanks and on a monthly basis as regards the terminal points of the internal network (taps and showers), in a representative number, rotating throughout the year such that all terminal points of the facility have been reviewed by the end of the year.

	DIPSALUT (Independent Public Health Body of Girona Provincial Council)
The quarterly review of the potable hot water accumulator tank is not viable; it should be annual (coinciding with its opening for C&D.
	The proposed periodicity is maintained.

	Miguel Sabriá Leal
“The maintenance and cleaning status of the facility shall be reviewed at least annually as regards the accumulator tanks,”   (Justification: This revision involves opening the manhole of the accumulator tank with the technical difficulty and damage to the tank involved and the need to interrupt the hot water service in most cases, by having to empty the tank and stop the production of hot water and its distribution. For this reason, this review is considered to be practically unworkable with this periodicity and doomed to non-compliance, as is currently the case with RD 865/2003, unless an alternative procedure to annual review is proposed.).
	These are very specific technical considerations depending on the facilities that we cannot assess

	Sediments shall be removed monthly through the drain valves; the bottom of the accumulator tanks shall be purged weekly; the purge must be below the level of the water outlet. In addition, taps and showers of unused rooms or facilities shall be opened weekly, letting the water run for a few minutes. By the end of the year all the end points of the facility will have been checked.

	Autonomous Region of Catalonia
The phrase “the purge must be below the level of the water outlet must be deleted, since it is repeated in Annex III point 1.7(b).
Comment: Deleted.

	ALMUDENA GONZÁLEZ GASCÓN Y MARÍN
The second paragraph of Part A1 reads: “In addition, taps and showers of unused rooms or facilities shall be opened weekly, letting the water run for a few minutes. By the end of the year all the end points of the facility will have been checked.” I consider that this last sentence is there by mistake, since the weekly opening of unused taps has nothing to do with the annual revision of the facility end points. 
Comment: This is an error; it refers to the terminal points of the facility

	The temperature control shall be carried out daily in the final accumulation tanks, where the temperature shall not be less than 60°C and in the closed-loop water system shall not be less than 50°C and on a monthly basis in a representative number of taps and showers (rotating sample), including those closest to and furthest from accumulators, and not less than 50°C. The stabilisation temperature must be reached within one minute. By the end of the year all the end points of the facility will have been checked.

	Autonomous Region of Catalonia
Proposes the following wording: “The temperature control shall be carried out daily in the final accumulation tanks, where the temperature shall not be less than 60°C and in the closed-loop water system shall not be less than 50°C and on a monthly basis in a representative number of taps and showers (rotating sample), including those closest to and furthest from accumulators, and not less than 50°C. The stabilisation temperature must be reached within one minute. By the end of the year all the end points of the facility will have been checked.
Comment: Amended accordingly

	ADHAC (Association of Heat and Cold Network Companies)
It is appropriate to clarify the criterion 60° throughout the tank.
Comment: Based on technical knowledge of the installation

	Spanish Society of Preventive Medicine, Public Health and Hygiene
With regard to the temperature of domestic hot water, further revision of the following points is requested: 
The minimum temperature of domestic hot water for control of Legionella colonisation in facilities must be considered to be ≥55°C, not ≥50°C. This change is requested based on: 
1. Scientific evidence published in this regard [1-3]. 
2. The contradiction with Standard UNE 100030:2017 Prevention and control of the proliferation and dissemination of Legionella in facilities, which establishes the minimum temperature in health centres as 55°C. 
3. Harmonisation with the majority of European rules. 
[LITERATURE 
1. Darelid J, Löfgren S, Malmvall BE. Control of nosocomial Legionnaires’ disease by keeping the circulating hot water temperature above 55°C: experience from a 10-year surveillance programme in a district general hospital. J Hosp Infect. 2002;50:213-9. 
2. Bédard E, Fey S, Charron D, Lalancette C, Cantin P, Dolcé P, Laferrière C, Déziel E, Prévost M. Temperature diagnostic to identify high risk areas and optimise Legionella pneumophila surveillance in hot water distribution systems. Water Res. 2015;71:244-56. 
3. Gavaldà L, Garcia-Nuñez M, Quero S, Gutierrez-Milla C, Sabrià M. Role of hot water temperature and water system use on Legionella control in a tertiary hospital: An 8-year longitudinal study. Water Res. 2019;149:460-466. ]
	It has been set at 60°C based on technical criteria

	Analysis for Legionella spp must be carried out 15-30 days after the tank cleaning and disinfection procedure.

	REGION OF VALENCIA
Remove the following sentence from paragraph A.1. “Analysis for Legionella spp must be carried out 15-30 days after the tank cleaning and disinfection procedure.” and include it in Part A, general, “Maintenance programme in potable water installations.”
	It is appropriate to include this paragraph in the sampling programme. It will therefore be transferred to Annex VI.
Due to its general nature, the reference in this Annex is deleted.

	DIPSALUT (Independent Public Health Body of Girona Provincial Council)
The term in days for sampling after C&D is indicated. Very little time; we propose more margin. It is C&D verification sampling and we prioritise risk management. More detailed in Annex V.
	

	SESA (Spanish Society for Environmental Health) / AQUA AMBIENT
Analysis for Legionella spp must be carried out 15-30 days after the tank facility cleaning and disinfection procedure.
The facility may or may not have a tank or tanks.
	

	PART A.2. Cold water for human consumption: (Transferred to Part B.3.)

	The temperature shall be checked weekly in the tank so that it is kept as low as possible, ensuring, where weather conditions permit, a temperature of less than 20°C. If values above 25°C are recorded as a result of this measurement, the risk assessment shall be carried out and appropriate measures shall be taken, taking into account the weather conditions.

	Autonomous Region of Catalonia
We propose that the tank temperature check be monthly, as it is understood to be sufficient.
Comment: A month is an excessively long period of time for a parameter such as temperature in cold water, which is susceptible to many fluctuations (weather, insulation, etc.) 

	Where, due to weather conditions, increases in ambient temperature are expected to result in an increase in water temperature above 20°C, it shall be measured and recorded at the most unfavourable point of the installation, measuring the temperature at end points after 2 minutes.

	LABAQUA, S.A. 
Where, due to weather conditions, temperature is expected to increase above 20°C, it shall be measured at the most unfavourable point. In our geographical area this situation is frequent for several months a year. How often does this measurement have to be performed? 
Comment: The proposal indicates two minutes of increase in temperature.

	CEHAT (Spanish Confederation of Hotels and Tourist Accommodations); OTEA (Hotels and Tourism of Asturias) / HOSBEC (Hotel and Tourism Association of the Valencian Region) / LÉRIDA PROVINCIAL HOTEL & CATERING FEDERATION / ASHOTEL (Hotel & Restaurant Association of Tenerife, La Palma, Gomera and El Hierro)
• The responsibilities for taking corrective action for cold water temperatures above 20°C should be determined by reference to the temperature of supply or delivery to the establishment, limiting, for example, from 20°C the temperature increase allowed in the internal network. 
Comment: In general, it must be borne in mind that the internal facility must be isolated from weather conditions, including temperature fluctuations. The source of supply does not change.

	• It is also important to specify temperature control frequencies and sampling points in the cold water network when they exceed 20°C.
Comment: In relation to the frequency of checks and sampling points: they are part of the corresponding programme of the Plan to be identified according to the characteristics and peculiarities of each facility.

	In cold water, the levels of the disinfectant biocidal product shall be checked daily, at a representative number of terminal points, with a frequency adapted to the risk of the facility, with pH measurement and regulation, dosing on a recirculation of it, with a flow that ensures adequate homogenisation in the tanks of at least 20% of the volume of the accumulated water and measures to ensure the efficiency of the treatment shall be taken. By the end of the year all end points of the facility will have been checked.

	AUTONOMOUS REGION OF NAVARRE
Rewording of the penultimate paragraph:
“In cold water, the levels of biocidal product shall be checked daily, at a representative number of terminal points. By the end of the year all the end points of the facility will have been checked.
When the cold water for human consumption comes from a tank, the free or combined residual chlorine levels shall be checked at a representative number of terminal points and if they do not reach the minimum levels (0.2 mg/l) an automatic chlorination station shall be installed, dosing on a recirculation of it, with a flow rate of 20% of the volume of the tank, and with pH control.”
Comment: Not appropriate

	AUTONOMOUS REGION OF CASTILLA-LA MANCHA
The wording of the fifth paragraph is confusing. Therefore, it is suggested to separate the information of the circuit (temperature measurements and biocidal products at the terminal points), from the actions on the tank (measure biocidal product, regulate pH, recirculate, homogenise...).
	Accepted.

	AUTONOMOUS REGION OF THE BALEARIC ISLANDS
Amend: ‘In cold water, the levels of the disinfectant biocidal product shall be checked daily (according to Table 7) at a representative number of terminal points, with pH measurement and regulation. By the end of the year all the end points of the facility will have been checked.
The addition of the disinfectant biocidal product shall be done by dosing on a recirculation of the biocidal product, with a flow rate ensuring adequate homogenisation in the tank of at least 20% of the volume of the accumulated water and taking measures to ensure the efficacy of the treatment. By the end of the year all the end points of the facility will have been checked.”
	Accepted.

	SESA (Spanish Society for Environmental Health)
In cold water, the levels of the disinfectant biocidal product shall be checked daily, at a representative number of terminal points, with a frequency adapted to the risk of the facility, with pH measurement and regulation, in the case of an accumulation tank, dosing on a recirculation of it, with a flow that ensures adequate homogenisation in the tank of at least 20% of the volume of the accumulated water and measures to ensure the efficacy of the treatment shall be taken. By the end of the year all the end points of the facility will have been checked.
Comment: The wording is confusing. It establishes a daily measurement of the biocidal product and then indicates that the periodicity is adapted to the risk of the facility.
On the other hand, there is some drafting error, with regard to recirculation dosing, which presumably refers to facilities with an accumulation tank.
	Amended

	AQUA AMBIENT
 “In cold water, the levels of the disinfectant biocidal product shall be checked daily, at a representative number of terminal points, with a frequency adapted to the risk of the facility, with pH measurement and regulation, in the case of an accumulation tank, dosing on a recirculation of it, with a flow that ensures adequate homogenisation in the tank of...”
	

	Laboplus (Group of Private Environmental Health and Food Safety Laboratories)
 ‘In cold water, the... shall be checked... with pH measurement and regulation if necessary, by dosing on a recirculation.... will have been checked.
(Justification: Dosing disinfectant biocidal product in drinking water may raise the pH, but not do so as to cause pH to rise beyond the limits set by RD 140/2003. For this reason, daily measurement or regulation by means of pH dosing is not necessary in virtually any situations, which is why this amendment is proposed to the text.) 
	

	BIENDA
Part A.2.  Paragraph 5 is not properly drafted, it seems to be a mixture of two paragraphs.
	

	Miguel Sabriá Leal
 “In cold water, the disinfectant biocidal product levels shall be checked daily, at a representative number of terminal points, with a frequency adapted to the risk of the facility, with pH measurement and regulation, in the case of an accumulation tank, dosing on a recirculation of the facility, with a flow rate that ensures.... will have been checked” (Justification: Dosing disinfectant biocidal product in drinking water may raise the pH, but not do so as to cause pH to rise beyond the limits set by RD 140/2003. For this reason, daily measurement or regulation by means of pH dosing is not necessary in virtually any situations, which is why this amendment is proposed to the text.)
	

	ALMUDENA GONZÁLEZ GASCÓN Y MARÍN
The fifth paragraph of Part A2 reads: “In cold water, the disinfectant biocidal product levels shall be checked daily, at a representative number of terminal points, with a frequency adapted to the risk of the facility, with pH measurement and regulation, dosing on a recirculation of the facility, with a flow rate that ensures adequate homogenisation in the tank of at least 20% of the volume of the accumulated water and measures to ensure the efficacy of the treatment shall be taken. By the end of the year all the end points of the facility will have been checked.” The phrase underlined cannot be understood. It bears no relation to the beginning and end of the part between quotation marks.)
Apart from that, is the frequency is set at daily then it is not a frequency adapted to the risk of the facility. 
	Amended

	INDESTYA, S.L. 
I suppose Part A.2 must be poorly drafted, because it mixes the daily contrast of biocidal product levels at terminals and treatment with a dosing station in the tank. It is not at all clear what is meant. In other cases, the content may be interpreted despite the wording. Moreover, it is strange that no reference is made to the concentrations of biocidal products to be used in the various parts of the facility (tanks and networks) and contact times, even if the use of the various authorised products remains open. It is striking - there has always been a reference protocol that established the different conditions for disinfection of tanks and networks. 
	

	ATA ECOTECNOLOGÍA E HIGIENE DEL AGUA, S.L.
Part A.2 It is not clear whether the periodicity is daily or adapted to risk. 
It would be interesting to clarify whether the recirculation pump has to move 20% per hour or per day. 
	

	DIPSALUT (Independent Public Health Body of Girona Provincial Council)
· PH measurement and regulation? There are facilities that do not need pH adjustment, even if disinfectant is dosed.
· Daily disinfectant control? In all cases, even if there is no tank and supply water and self-checks indicate that the biocidal product level is correctly reached? Can the control frequency not be lowered in these cases?
· The two points above correspond to a paragraph in which no doubt reference is being made to a facility with a tank (this must be indicated).
· There is no talk of a mandatory check on the cold water inlet filter.
· Is the control of biocidal product (chlorine) in cold water daily whether or not there is a cold water tank?
· There is no mention anywhere of chlorine or biocide concentrations in the C&D of the hot and cold water tanks, the hot and cold water networks or the terminal points, nor of minimum action time. In RD 865/2003 these values are set. (Do they still apply? Or is it up to the technical head to decide?)
· Must the cold water network ALWAYS be disinfected? Even if thermal disinfection of the domestic hot water system is carried out? 
	In relation to the frequency of checks and sampling points: they are part of the corresponding programme of the Plan to be identified according to the characteristics and peculiarities of each facility.

	Water in the indoor facility for human consumption must at all times comply with the parameters and criteria laid down in the current legislation on water for human consumption.

	
	This point contradicts Annex III.2 “Quality of water”
	It is complementary

	PART A.3. Cleaning and disinfection of the cold water tank (Transferred to Part A.4.2)

	AUTONOMOUS REGION OF NAVARRE
Proposes the total replacement of part A3 to A6 by a text
	Amended

	AUTONOMOUS REGION OF ASTURIAS
The following should be indicated: “Cleaning and Disinfection of the cold water installation tank, since it goes on to refer to the entire facility and not just the tank.
	We propose as title “Part A.4. Procedure for cleaning and disinfecting the domestic water system.” With corresponding sub-sections: Hot and Cold Water
Accumulators 
Tanks

	SESA (Spanish Society for Environmental Health) / AQUA AMBIENT / Miguel Sabriá Leal
In the title: PART A.3. Cleaning and disinfection of the cold water installation tank (Comment: It has to be done whether or not there is a tank) 
	

	1. Disinfection will not be effective if it is not accompanied by thorough prior cleaning. The order of the procedure must be sequential: starting with the tank, then the accumulator and finally the network. It must be carried out at the intervals reflected in the PPCL or PSL as the case may be, but at least annually in the case of a PPCL and with cleaning being immediately followed by disinfection.

	
	The first and third sentences are considered to apply to all facilities. It is therefore proposed to move it to the general part of the Annex.
The second corresponds to the sequence in the application of C&D in the domestic water system. It is therefore proposed to consider it as such and not specifically for the tank. Similarly with the third sentence

	Autonomous Region of Catalonia
In the sentence “The order of the procedure must be sequential: starting with the tank, then the accumulator and finally the network”, we propose adding “and its end points”.
Comment: Included

	2. (b) To inspect the condition of the tank and carry out, if necessary, the relevant repairs in order to eliminate cracks, leaks, or stripping of the lining.
d) To carry out the treatment of disinfection with biocidal products authorised for this purpose.

	Comment:
b) Corresponds to details of maintenance and revision, not to C&D.
c) The reference to authorised products is covered in Articles 15 and 16 and in the general part of Annex IV.
	It is proposed to delete it both for this facility and for any reference in another type of facility.

	Autonomous Region of Catalonia
Proposes to indicate the concentration and time needed in case of use of hypochlorite or chlorine derivatives.
Comment: Hypochlorite is one of the biocidal products to be used and it is not appropriate to include concentration and time of action for each one of them. It is governed by the provisions of the authorisation (See Article 16)

	PART A.4 Cleaning and disinfection of domestic hot water accumulators (Transferred to PART A.4.3.)

	1. With accessible hot water accumulators, the following procedure should be performed:

	REGION OF VALENCIA
Where it says: With accessible hot water accumulators, the following procedure should be performed: New wording: With accessible hot water accumulators, the following procedure must be performed:
Comment: Amended accordingly

	AUTONOMOUS REGION OF CATALONIA
Paragraph 1(e): proposes to indicate the concentration and time needed in case of use of hypochlorite or chlorine derivatives. 
Comment: Hypochlorite is one of the biocidal products to be used and it is not appropriate to include the concentration and time of action for each of them. It is governed by the provisions of the authorisation (See Article 16)

	2. With non-accessible domestic hot water accumulators of less than 750 L with manual access for cleaning and disinfection the following procedure should be performed:
a) They may be disinfected when the network disinfection process is carried out (Part A.5 4) 
b) The manufacturer’s instructions or established protocol must be followed.

	Autonomous Region of Catalonia
Paragraph.2 (a) The final reference must be Part A.5.3.
Comment: It is proposed to delete the reference as it is not considered necessary.

	REGION OF VALENCIA
Where it says: With non-accessible domestic hot water accumulators of less than 750 L with manual access for cleaning and disinfection the following procedure should be performed: New wording: With non-accessible domestic hot water accumulators of less than 750 L with manual access for cleaning and disinfection the following procedure must be performed. 
Comment: Amended accordingly

	BARCELONA PUBLIC HEALTH AGENCY
With non-accessible domestic hot water accumulators of less than 750 L with manual access for cleaning and disinfection the following procedure should be performed. A first point is missing, indicating the emptying of the accumulator and the mechanical cleaning of the inner surface of the accumulator to remove scale and internal corrosion products, purge and rinse.
Comment: it is indicated that the C&D is done at the time of the network C&D in which pre-cleaning is indicated.

	AQUA AMBIENT
a) They may be disinfected when the network disinfection process is carried out (Part A.5) (Comment: The correct paragraph is A.5, not 4)
Comment: Revised and adjusted to amendments proposed for Part A.3-6

	c) Perform mechanical cleaning of the entire interior surface using scraper or similar tool, to remove scale and corrosion products, without damaging the inner lining. Purge the remains of this operation.

	Miguel Sabriá Leal
	 “c) Perform mechanical cleaning of the entire interior surface, using scraper or similar tool, to remove scale and corrosion products, without damaging the inner lining. Purge the remains of this operation.” (Justification: The instruction to use tool such as scrapers that may damage the inner lining of accumulators leading to subsequent corrosion must be removed).
	Comment: Amended accordingly

	PART A.5. Cleaning and disinfection of the cold water network and domestic hot water:

	3. Disinfection. 
d) To carry out the treatment of disinfection with biocidal products authorised for this purpose. If necessary, it is possible to add authorised anti-corrosive products for drinking water, compatible with the biocidal product.
g) After contact time, neutralise the amount of biocidal product.

	Autonomous Region of Catalonia
- After point (d) we consider that there is a need for another paragraph to refer to the fact that the biocidal product must reach all terminal points, so the taps or terminal points must be opened and the time for which they must remain open should be indicated.
- Proposes to indicate the concentration and time required for the use of hypochlorite or chlorine derivatives.
Comment: it is amended by incorporating the reference to “making sure that the biocidal product reaches all terminal points” but not the rest, which will depend on the size of the network and the biocidal product used.
Hypochlorite is one of the biocidal products to be used and it is not appropriate to include the concentration and time of action for each of them. It is governed by the provisions of the authorisation (See Article 16)

	SESA (Spanish Society for Environmental Health)
g) After contact time, neutralise the amount of biocidal product to keep it suitable for human consumption. (Comment: In a domestic cold water circuit with no recirculation, the biocidal product cannot be neutralised, and it makes no sense to neutralise everything. It must be left in accordance with RD 140 suitable for human consumption.)
Comment: Accepted.

	5. Auxiliary elements 
a) detachable elements, such as taps and showers, must be thoroughly cleaned by appropriate means to remove scale and adhesions and disinfected by immersing them in disinfectant for the necessary time then rinsing them with plenty of cold water. 
b) Authorised disinfectants must be used for this purpose. 
c) elements that are difficult to detach or immerse must be covered with a clean cloth impregnated in the same disinfectant solution, for as long as necessary or disinfected by spraying and further rinsing as an exceptional alternative method.

	Autonomous Region of Catalonia
Points (a) and (c): For disinfection, we propose replacing the phrase “as long as necessary” by “30 minutes”, as indicated for heated water facilities.
Comment: 30 minutes refers to the time needed in case hypochlorite is used, but does not extend to other biocidal products

	PART A.6. Thermal disinfection of the domestic hot water circuit

	The procedure to be followed is as follows:
1. Previous actions. Turn off the accumulator and empty it, if necessary, disassemble of some elements such as anodes of the cathodic protection system
2. Cleaning. Clean the accumulator according to the procedure described above.
3. Thermal disinfection.
a) Fill the accumulator and raise the water temperature to 70°C.
b) Completely open the terminal points and keep them sequentially by sector all taps and showers up to 60°C at all terminal points, keeping them open for at least 5 minutes.
c) The tank should be kept at 70°C for 2 hours. After reaching 60°C the net is allowed to cool naturally for a minimum period of 2 hours.
4. In facilities where heat production is insufficient to carry out thermal disinfection or the facility cannot reach temperatures of 70°C, or in facilities whose pipes do not have good insulation, heat may be transmitted and the temperature of cold water in some parts of the system may be compromised with biocidal products.

	Autonomous Region of Catalonia
· Paragraph 1: Understands there is a drafting error: remove the particle ‘of’ before “some elements”.
· Paragraph 3 (c): Proposes keeping at a temperature of 70° for 4 hours, not 2 hours, as established in the current Royal Decree. 
· Considers that a point on the cleaning of auxiliary elements, such as point 5 of Part A.5, should be inserted after this paragraph (c).
	With regard to the first contribution, this error has been corrected, for the remainder a rewording has been carried out.

	PONTEVEDRA TERRITORIAL HEALTH DEPARTMENT (GALICIAN REGIONAL GOVERNMENT)
· It would be interesting to specify in all these points that both the temperatures and the times indicated are minimums, for example “The tank should be kept at least 70° for a minimum of 2 hours”, although a rearrangement of the points would be better (see next point of these comments).
· It seems that points b and c should change places, to make the explanation clearer and more continuous, since in reality point c refers to a, and to be able to perform b it is necessary first to have done c. Point c could also be removed and the information it has put in points a and b, for example “a) Fill the accumulator and raise the water temperature to a minimum of 70°C and maintaining it for at least 2 hours. b) The net has to reach at least 60°C, the terminal points (taps and showers) must be completely opened sequentially and by sectors, reaching at least 60°C for 5 minutes. After this, the network will be allowed to cool naturally for at least 2 hours.”
	New wording:

	SESA (Spanish Society for Environmental Health) / AQUA AMBIENT / Miguel Sabriá Leal
b) Completely open the terminal points and keep them sequentially by sector, all taps and showers, until they reach 60°C at all terminal points, keeping them open for at least 5 minutes and being obliged to record the water temperature reached.
(Comment: In this way, it is ensured that there is a record that will allow the subsequent assessment of whether deviations that may occur during the disinfection treatment have been corrected.)
Comment: The records, as set out in the articles to be included in each of the programmes and set out in the PPCL/PSL and, among them, are indicated the control points. That is why, throughout the text of the draft, no reference has been made for any control point to the recording of the parameters relating to the monitoring of those points.

	FRANCISCO RAMÓN FORTEA PÉREZ
Annex IV, Part A.6 should be revised. Thermal disinfection of the domestic hot water circuit to envisage that such heat treatment be a system for maintenance of the facility every 15-30 days, instead of an effective method of disinfection after the detection of a positive, since the vast majority of facilities are not designed for that purpose and the misinterpretation of point 4 is avoided. And always carry out a treatment with authorised biocidal products.
	Amended

	OTHER CONTRIBUTIONS

	The following contributions have been received regarding the indication of times and concentrations and guidelines for sodium hypochlorite:
SESA (Spanish Society for Environmental Health)
d) To carry out the treatment of disinfection with biocidal products authorised for this purpose. In the case of using sodium hypochlorite as a biocidal product, keep at least 2 ppm of residual free chlorine for 3 hours or 3 ppm of residual free chlorine for 2 hours.
Comment: It seems appropriate to mention biocidal products in general, without specifying chlorine alone. Sometimes we believe that specific technical aspects should be specified since it is ultimately one of the most economical and effective biocidal products and almost exclusively the only one authorised for potable water. At the same time, poor operator practices would be avoided (performing rapid and inefficient disinfections because the time is not specified).
· Part A.5. 
- f) Control the pH and biocidal product level and perform checks at least every hour. This check is carried out in the tank and at the farthest terminal points. In the case of using sodium hypochlorite as a biocidal product, keep at least 2 ppm of residual free chlorine for 3 hours or 3 ppm of residual free chlorine for 2 hours.
Comment: It seems appropriate to mention biocidal products in general, without specifying chlorine alone. Sometimes we believe that specific technical aspects should be specified since it is ultimately one of the most economical and effective biocidal products and almost exclusively the only one authorised for potable water. At the same time, poor operator practices would be avoided (performing rapid and inefficient disinfections because the time is not specified).
AQUA AMBIENT
· PART A.3.2.d) Conduct disinfection treatment with biocidal products authorised for this purpose. In the case of using sodium hypochlorite as a biocidal product, keep at least 2 ppm of chlorine free for 3 hours or 3 ppm of chlorine free for 2 hours. (Justification: I approve of the mention of biocidal products in general, without specifying only chlorine. Sometimes we believe that we need to specify particular technical aspects since after all it is one of the most economical and effective biocidal products and almost exclusively the only one authorised for potable water. At the same time, poor operator practices would be avoided (performing rapid and inefficient disinfections because the time is not specified).
· PART A.5.3.
f) Monitor pH and biocidal product levels and check at least every hour. This check is carried out in the tank and at the farthest terminal points. In the case of using sodium hypochlorite as a biocidal product, keep at least 2 ppm of chlorine free for 3 hours or 3 ppm of chlorine free for 2 hours.
(Justification: I approve of the mention of biocidal products in general, without specifying only chlorine. Sometimes we believe that we need to specify particular technical aspects since after all it is one of the most economical and effective biocidal products and almost exclusively the only one authorised for potable water. At the same time, poor operator practices would be avoided (performing rapid and inefficient disinfections because the time is not specified).
g) After contact time, neutralise the amount of biocidal product to keep it suitable for human consumption. (Justification: In a domestic cold water circuit with no recirculation, the biocidal product cannot be neutralised, and it makes no sense to neutralise everything. Must be left according to RD 140 for human consumption)
ATA ECOTECNOLOGÍA E HIGIENE DEL AGUA, S.L.
Part A.5.3.  It should be indicated in this procedure: all terminal points in the network must be opened to allow the water with disinfectant to reach them. I find it important to insist on the need to establish concentrations and times for chlorine treatments, in the same way as is done with temperature in thermal disinfection. Chlorine is a universal disinfectant and practically the only one that can be used in drinking water, so claiming that there are other disinfectants cannot be used as an excuse for not indicating concentrations and times, as do all the guides in the world. It is good to open the door to other biocidal products, but concentrations/times must be established 
LEGIOPREV, S.A. 
Protocols, times and concentrations of biocidal products. Must they be established by the Technical Head? 
None of the cleaning and disinfection protocols states the amount of biocidal product needed to perform the treatments. In the case of sodium hypochlorite, is it established by the manufacturer or the technical head?
Miguel Sabriá Leal
· “Part A. 3. d) To carry out the treatment of disinfection with biocidal products authorised for that purpose. In the case of using chlorine as a biocidal product, keep at least 20 ppm of free chlorine for 3 hours or 30 ppm of free chlorine for 2 hours” (Justification: although we find it right to mention biocidal products in general, without specifying only chlorine, we sometimes believe that we need to specify particular technical aspects since it is ultimately one of the most economical and effective biocidal products and almost exclusively the only one authorised for potable water. At the same time, poor operator practices would be avoided (performing rapid and inefficient disinfections because the time is not specified). As chlorine is a universal disinfectant, minimum concentrations and contact times must be indicated, at least for the riskiest systems such as drinking water, towers and jacuzzis (e.g. 20 ppm x 3 hours or 30 ppm x 2 hours for drinking water). This, for water, is always so in all guides and regulations and it does not make sense to rely on other possible disinfectants, which are of very minority use, in order not to do so...)
· “Part A.5. f) monitor the pH and biocidal product level and perform checks at least every hour, being obliged to record the result. This check is carried out in the tank and at the farthest terminal points. In the case of using chlorine as a biocidal product, keep at least 20 ppm of free chlorine for 3 hours or 30 ppm of free chlorine for 2 hours.” (Justification: although we find it right to mention biocidal products in general, without specifying only chlorine, we sometimes believe that we need to specify particular technical aspects since it is ultimately one of the most economical and effective biocidal products and almost exclusively the only one authorised for potable water. At the same time, poor operator practices would be avoided (performing rapid and inefficient disinfections because the time is not specified). As chlorine is a universal disinfectant, minimum concentrations and contact times must be indicated, at least for the riskiest systems such as drinking water, towers and jacuzzis (e.g. 20 ppm x 3 hours or 30 ppm x 2 hours for drinking water). This, for water, is always so in all guides and regulations and it does not make sense to rely on other possible disinfectants, which are of very minority use, in order not to do so...)
	In this respect, it should be noted that, at present, in line with the development of the specific biocidal product legislation, it is not feasible to restrict the use of disinfectant to sodium hypochlorite. Any biocidal product authorised for this purpose and effective against Legionella is likely to be used as a disinfectant in the facilities subject to this RD. 
Establishing the guidelines for using such disinfectant is not the subject of this RD:
In order to avoid discriminatory treatment and to ensure the free movement of such products, an exhaustive list of the guidelines to be respected would have to be included for all biocidal products authorised for this purpose.
Such a list and the guidelines included would become obsolete following the review of the conditions of the authorisation granted. Generating the corresponding problems between what is included in the BOE and what is envisaged in the new authorisation resolution.
In addition to the objective spirit of the PPCL/PSL, the choice of the disinfectant type or product set out in the Plan must take into account both the conditions contained in the resolution of the authorisation and, therefore, the instructions and guidelines provided by the biocidal product manufacturer and the characteristics and peculiarities of the facility to which it is to be applied.
In addition, the text in the general part of Annex IV indicates “In particular, biocidal products used for disinfection shall be authorised for this purpose by the Ministry of Health and shall be used in accordance with the concentrations and performance times laid down in the data sheets of these products.”

	PART B. Maintenance programme in cooling towers and evaporative condensers

	PART B.1. General aspects

	2. A revision shall be carried out every six months of the drift separator, the packing if necessary, and the water distribution system, and every month of the collection tray, the purge systems (conductivity probes, solenoid valves) and treatment/dosing equipment.

	Autonomous Region of Catalonia
They propose the following changes to improve understanding: Replace “every month of the collection tray, the purge systems (conductivity probes, solenoid valves) and treatment/dosing equipment;” with “every month the collection tray, the purge systems (conductivity probes, solenoid valves) and the treatment/dosing equipment”.
	On the basis of the contributions received, the wording would read as follows:
“2. A revision shall be carried out every six months of the drift separator, the packing if necessary, and the water distribution system, and every month the collection tray, the purge systems (conductivity probes, solenoid valves) the treatment and the dosing equipment.

	AUTONOMOUS REGION OF THE BALEARIC ISLANDS
Add “.. and every week the purge systems (conductivity probes, solenoid valves), and the treatment/dosing equipment”  Justification: As stated in the design chapter, it is proposed to move the control regulation to this section.
	

	BIENDA
Point 2 states “... and every month the collection tray, the purging systems (conductivity probes, solenoid valves) treatment/dosing equipment” however, in ANNEX III Part B Point 6 it is stated that the purge will be checked weekly. 
Considering that purge systems are critical to the proper functioning of the equipment and the non-proliferation of Legionella and considering that we also propose daily conductivity measurement we propose to include weekly checks on purge systems (conductivity probes, solenoid valves) and treatment/dosing equipment. 
	

	SESA (Spanish Society for Environmental Health) / AQUA AMBIENT
2. A revision shall be carried out every six months of the drift separator, the packing if necessary, and the water distribution system, and every month the collection tray, the purge systems (conductivity probes, solenoid valves) the treatment equipment and the dosing equipment. (Justification: They have to be differentiated, since some treatment equipment does not have dosing.
	

	5. The physico-chemical and microbiological quality of the water of the system shall also be reviewed by determining the following Legionella spp parameters: temperature, pH, conductivity, turbidity, total iron, and, if applicable, other parameters for determining the scaling or corrosive character of water and aerobic organisms

	BIENDA
The parameters for determining the scaling or corrosive nature of water must be analysed every month in order to assess whether the evolution of the system is correct. The pH and conductivity values alone do not indicate whether the treatment is correct or the evolution of possible corrosion or scaling processes. 
We propose to delete “if applicable”. 
In addition, we propose to include the obligation to carry out an annual analysis of the contribution as stated in Standard UNE 100030:2017. This analysis will help assess the adequacy of the water treatment plan in the annual assessment.
	The frequency set is the minimum, and the corresponding PPCL programme may increase it depending on the characteristics of the facility and the water supplied.

	6. A determination shall always be made 15-30 days after the C&D or shock treatment has been performed. Other parameters considered useful in determining the quality of water or the effectiveness of the water treatment programme shall be included, if necessary.

	AUTONOMOUS REGION OF CATALONIA
Where the C&D treatment is indicated, we propose adding “preventive”.
Comment: All programmes are preventive, not only C&D. 

	AUTONOMOUS REGION OF NAVARRE
A determination “of Legionella spp” shall be made.
	This paragraph corresponds to the sampling programme (Annex VI) and is therefore deleted.

	REGION OF VALENCIA
Where it says: 6. A determination shall always be made 15-30 days after the C&D or shock treatment has been performed.  New wording: 6. A determination of Legionella spp shall always be made 15-30 days after the C&D or shock treatment has been performed.
	

	Autonomous Region of Madrid
Point 6: it should be pointed out that it refers to the determination of legionella.
	

	AQUA AMBIENT
6. A determination shall always be made 15-30 days after the preventive C&D or shock treatment has been performed. Other parameters considered useful in determining the quality of the water or the effectiveness of the water treatment programme shall be included, if necessary.
	

	Comment:
Bearing in mind that in Article 7.2.b.2 the treatment programme includes continuous water treatment where appropriate and the C&D of the facility, we intend to replace “water treatment” at the end of the paragraph with “the cleaning and disinfection programme”. Another option could be to refer exclusively to “treatment programme” and avoid the reference to “water quality” and “C&D”, but of the two, the first one could be the more appropriate.

	7. The level of biocidal product used and its corresponding pH shall be determined. Legionella spp shall be determined on a monthly basis (PPCL) or appropriate to the level of hazard of the facility, depending on the location risk and water characteristics (PSL).

	SAMNOR
It is to say the least surprising that if one chooses to establish the PPCL one will be obliged to check for Legionella every month whereas if the PSL is established the sampling frequency of Legionella is at the discretion of the PSL itself. This very disparate and uneven criterion gives rise to a CONFLICT OF INTERESTS for both maintenance companies and operators of facilities, and even for the health authority itself when carrying out inspections. It must be stressed that this conflict is detrimental to the health and hygienic safety of the facilities themselves and we believe that in certain cases public health could be seriously endangered. 
From SAMNOR we propose that equality be imposed on the criteria regardless of the prevention plan implemented (PPCL or PSL). 
Comment: The methodology followed in a PSL is not equivalent to a PPCL, hence the justification for not establishing a minimum frequency for the case of PSL although one is established for the PPCL.

	PONTEVEDRA TERRITORIAL HEALTH DEPARTMENT (GALICIAN REGIONAL GOVERNMENT)
The point of this measurement is not specified, e.g. “Both the biocidal product level used and the pH level in the water basin shall be determined and recorded”
Comment: On the basis of the premise that the control points are established for each facility (“characteristics and peculiarities of the facility”), it is not appropriate to include this specification. 

	8. When changes in the physico-chemical parameters measuring water quality are detected, the water treatment programme shall be reviewed and the necessary measures taken (Table 1)
Note: In order to align the title of the programme with that set out in Article 7 and to establish the link between the parameters indicated in the paragraph and the quality of the water. It is proposed that the wording of this paragraph be improved: “8. Where changes to any of the parameters referred to in Table 1 are detected, the water treatment programme shall be reviewed and the necessary measures taken.”

	AUTONOMOUS REGION OF CATALONIA
We consider it important that this indication be moved to the beginning of this Annex, so that it applies to all facilities and not only to cooling towers and evaporative condensers.
Comment: Transferred to the general part.

	AUTONOMOUS REGION OF MADRID
Point 8 refers to Table 1 which contains only reference values of the parameters, but not measures in the event of their being exceeded.
	The measures to be taken correspond to those laid down in the PPCL and, where appropriate, the corrective measures referred to in the relevant Annex to the RD.

	SESA (Spanish Society for Environmental Health) / AQUA AMBIENT
8. When repeated changes in the physico-chemical parameters measuring water quality are detected, the water treatment programme shall be reviewed and the necessary measures taken (Table 1) as indicated by the Technical Head. (Comment: A specific variation in physico-chemical values is not necessarily directly related to the increased risk of Legionella proliferation. As indicated throughout the RD, it is the technical head who must assess any necessary measures.)
	The paragraph deliberately avoids referring to “repeated” and the contribution is part of the development of the continuous water maintenance programme. This must include both the situations and the measures taken in the deviations of the parameters and in which situations they must be transferred to the technical head.

	PONTEVEDRA TERRITORIAL HEALTH DEPARTMENT (GALICIAN REGIONAL GOVERNMENT)
The need to keep a register of stoppages and start-ups as well as of measurements of biocide levels should be mentioned somewhere. 
Comment: This aspect is dealt with in Article 7(4) 

	PART B.2. Cleaning and disinfection

	
	Comment: In the title: In line with all the indications for the different types of facilities, it is amended to read “cleaning and disinfection procedure”

	Disinfection must be preceded by thorough prior cleaning to make it effective.  Cleaning and disinfection of the complete system, including tanks if any, shall be carried out at least twice a year, preferably at the beginning of spring and autumn, or in any case on a semi-annual basis, when the operation of the facilities is non-seasonal and also in the following circumstances: when the facility is started for the first time, or after a stop of more than 15 days, after repair or structural modification, when a general review renders it advisable and when determined by the health authority.

	AUTONOMOUS REGION OF ARAGON
	 “...when the facility is started for the first time, after a stop of more than one month...” (In accordance with Annex III, point 1, PART B, point 10.)
	Amended to that effect (“one month”)
The following wording is proposed, deleting the general aspects for all facilities)
The cleaning and disinfection of the complete system, including tanks if any, shall be carried out at least twice a year, preferably at the beginning of spring and autumn, or in any case on a semi-annual basis, when the operation of the facilities is non-seasonal. 

	BIENDA
	It states that cleaning and disinfection will take place after a stop greater than 15 days. However, ANNEX III, Part B, Point 10 specifies that cleaning must be carried out after a stop of more than one month. 
We propose to amend it to “or after a stop of more than one month”. 
	

	Where the equipment operates irregularly or with frequent stoppages and start-ups for more than 48 hours, Legionella kits or rapid detection methods may be used to determine the measures necessary to ensure control of Legionella, without prejudice to the production of the corresponding cultures.

	
	Comment: Analysing the content of this paragraph it is considered more correct than in the annex dealing with analytical methods.(Note: The contributions are dealt with in the point of the annex which includes the paragraph)
	It is proposed to move it to Annex VIII Methods of analysis.

	When the stoppage time of the facility exceeds the half-life of the biocidal product used or does not exceed it but there has been no recirculation of water with the biocidal product for 24 hours, the biocidal product level and the microbiological quality, total aerobic organisms Table 7 of the water shall be checked before it is put into operation. If necessary, further disinfection of the facility must be carried out.

	AUTONOMOUS REGION OF ASTURIAS
In the last paragraph, the reference to Table 7 is superfluous.
“When the stoppage time of the facility exceeds the half-life of the biocidal product used or does not exceed it but there has been no recirculation of water with the biocidal product for 24 hours, the biocidal product level and the microbiological quality, total aerobic organisms Table 7 of the water shall be checked before it is put into operation. If necessary, further disinfection of the facility must be carried out”
	This section is moved for all facilities to Part C. Frequency of water sampling of the facility in the Annex corresponding to Sampling programme for checking for Legionella and Aerobic organisms.

	Autonomous Region of Catalonia
It proposes the following drafting change in order to improve understanding: “... the biocidal product level and the microbiological quality of the water (Table 7) shall be checked before it is put into operation”
	

	SESA (Spanish Society for Environmental Health) / AQUA AMBIENT
When the stoppage time of the facility exceeds the half-life of the biocidal product used or does not exceed it but there has been no recirculation of water with the biocidal product for 24 hours, the biocidal product level and the microbiological quality, total aerobic organisms Legionella spp Table 7 of the water shall be checked before it is put into operation. If necessary, further disinfection of the facility must be carried out. In cooling towers or evaporative condensers, it is recommended to recycle water from the system while maintaining the relevant biocidal product dose.
Comment: Legionella rapid test kits are currently available. If we want to avoid the risks of Legionella, it does not make sense at present to analyse aerobic organisms, but it does make sense to analyse Legionella, even if they are later validated by culture. It is the easiest and most effective solution.
	

	LABAQUA, S.A.
Where there has been no recirculation of water with the biocidal product for 24 hours, the biocidal product level and the microbiological quality and the total aerobic organisms of the water shall be checked before it is put into operation. The result of aerobic organisms takes several days to obtain: 
Must the facility be stopped until the result is obtained? 
For example, when a cooling tower stops at weekends: 
Is it obligatory to take a sample of total aerobic organisms in order to put it into operation on Monday? 
	

	ALMUDENA GONZÁLEZ GASCÓN Y MARÍN
There seems to be something missing between “total aerobic organisms” and “Table 7”
	

	I. Facilities that may stop their activity:

	The procedure to be carried out will be as follows:
1. Previous actions: Disconnect water treatment systems (disinfectant dosers, pH regulator, biodispersant, etc.).
2. Disinfection:

	Autonomous Region of Catalonia
Considers that, in order to ensure good treatment efficiency, the order of the cleaning and disinfection procedure must be first cleaning followed by disinfection.
	Except in cooling towers due to the biological risk to the worker

	REGION OF VALENCIA
The phrase “Disinfection must be preceded by exhaustive prior cleaning to make it effective”, which introduces the point could be deleted in this case since the procedures described subsequently provide for post-disinfection cleaning.
	Amended

	REGION OF MURCIA
Disinfection (paragraph 2) must be after cleaning (paragraph 3). (In the introduction to the paragraph itself it states that “Disinfection must be preceded by exhaustive prior cleaning.” )
	Except in cooling towers due to the biological risk to the worker

	ATA ECOTECNOLOGÍA E HIGIENE DEL AGUA, S.L.
Indicates disinfecting and then cleaning, contradicting several paragraphs above in PART B.2. CLEANING AND DISINFECTION and any principle of cleaning and disinfection. 
	

	JUAN MANUEL GIL RODRÍGUEZ
The protocol is based on first disinfection, second emptying, third cleaning, fourth filling and restoring continuous dosage of the biocidal product. For the rest of the facilities it is the opposite, first cleaning and then disinfection.
In my opinion, if a tower is first disinfected, then emptied and then cleaned, it is possible that when you refill it there will be remains of the cleaning in the circuit, that you disturb the biofilm, and that if you do not repeat the shock disinfection after cleaning you are likely to have positive legionella after cleaning.
The usual is first cleaning (recirculation with a biodispersant for the treatment of the circuit + biocidal product if we know that the tower is positive for legionella, or if here are cases or an outbreak), second cleaning of the equipment while emptying the circuit, then filling and new shock disinfection. If the same maintenance biocide product is used, it is not emptied and neutralised until it is left at a concentration similar to that of maintenance.
	

	2. Disinfection: 
a) Calculate the required biocidal product dose based on the volume of water to be treated and adjust the pH if necessary.

	Autonomous Region of Catalonia
We propose to add “...;volume of water to be treated to keep the water in the water basin with an adequate concentration of biocidal product and adjusting...”
Comment: Amended accordingly

	c) Recirculating the system for 3 hours, with fans disconnected to prevent biocidal product from being released into the environment. The biocidal product and pH levels are measured at least every hour by checking the amount of biocidal product and adjusting the pH if necessary.

	AUTONOMOUS REGION OF NAVARRE
Replace “3 hours” with “the time required depending on the biocidal product technical specification”
	Comment: It is amended accordingly, but by reference to the specifications contained in the authorisation of the biocidal product

	Autonomous Region of Murcia
Delete 3 hours (This time was for chlorine. Since the disinfectant can be freely chosen, each disinfectant shall have an appropriate contact time to be indicated in the biocidal product authorisation decision).
	

	SESA (Spanish Society for Environmental Health) / AQUA AMBIENT / Miguel Sabriá Leal
c) Recirculating the system for 3 hours, with fans disconnected to prevent biocidal product from being released into the environment. The biocidal product and pH levels are measured at least every hour by checking the amount of biocidal product and adjusting the pH if necessary and recording the result.
(Justification: In this way, it is ensured that there is a record that allows the subsequent assessment of whether deviations that may occur during the disinfection treatment have been corrected)
Comment: See comment made in previous points and specifically related to the records of the activities of the Plans programmes.

	Miguel Sabriá Leal
In the case of using chlorine as a biocidal product, keep at least 20 ppm of free chlorine for 3 hours or 30 ppm of free chlorine for 2 hours.” (Justification: As chlorine is a universal disinfectant, minimum concentrations and contact times must be indicated, at least for the riskiest systems such as drinking water, towers and jacuzzis (e.g. 20 ppm x 3 hours or 30 ppm x 2 hours for drinking water). This, for water, is always so in all guides and regulations and it does not make sense to rely on other possible disinfectants, which are of very minority use, in order not to do so.)
Comment: See comments made in relation to the exclusivity of reference to sodium hypochlorite and the determination of times and doses.

	4. Auxiliary elements. Detachable parts must be thoroughly cleaned, immersed in the biocidal product authorised for this purpose and then rinsed with plenty of water. Very large elements or those that are difficult to detach or to access must be sprayed with the same biocidal product solution allowing it to act for the necessary time, before being rinsed.

	SESA (Spanish Society for Environmental Health) / AQUA AMBIENT
Auxiliary elements. Detachable parts must be thoroughly cleaned, immersed in the biocidal product authorised for this purpose and then rinsed with plenty of water. Very large elements or those that are difficult to detach or to access, at the discretion of the technical head, must be sprayed with the same biocidal product solution allowing it to act for the necessary time, before being rinsed.
Comment: As is apparent from the articles relating to the PPCL/PSL and the responsibilities of the technical head, it is not considered necessary to include each of them in detail in each of the activities of the different programmes. On the other hand, it appears from the proposed wording that these pieces may not be included in the corresponding C&D process.

	
	Comment: Taking into account the contributions received on the text of the draft RD, and in line with the other aspects of cleaning and disinfection, the following wording is proposed:
“Detachable parts shall be thoroughly cleaned, immersed in the biocidal product and then rinsed with plenty of water. Very large elements or those that are difficult to detach or to access shall be sprayed with biocide allowing it to act for the necessary time, before being rinsed.

	5. Subsequent actions. Fill with water and start the maintenance water treatment and disinfection systems.

	AUTONOMOUS REGION OF CATALONIA
We propose to add at the end “and maintain 2 ppm in the case of hypochlorite”, as indicated in the current RD.
Comment: See comments made in relation to the exclusivity of reference to sodium hypochlorite and the determination of times and doses.

	AUTONOMOUS REGION OF NAVARRE
Change the end: ... “and maintenance disinfection”.
Comment: In line with point 1 of the proposed procedure, it will say: “....water treatment systems.”

	SESA (Spanish Society for Environmental Health) / AQUA AMBIENT
5. Subsequent actions. Fill with water and start the maintenance water treatment and disinfection systems. When this biocidal product is sodium hypochlorite, free residual chlorine levels of 2 mg/l shall be maintained by means of an automatic device, adding chlorine-compatible anti-corrosive agent in an appropriate quantity. (Justification: This phrase is currently in RD 865, and is very suitable when only chlorinating is used as a disinfectant, which is what is mostly used in installations. In addition, it avoids poor practices in the form of putting only 0.5 ppm of chlorine, which is not effective or sufficient for legionella)
Comment: See comments on the contributions related to sodium hypochlorite exclusivity and the establishment of times and values for biocidal products

	II. Installations that cannot stop their activity:

	b) Add the required biocidal product dose based on the volume of water to be treated to maintain an adequate concentration of biocidal product in the water in the basin and control pH

	AUTONOMOUS REGION OF CATALONIA
Proposes to change “control pH” to “adjust pH”.
Comment: The indication is to monitor the pH and where appropriate (affecting the action of the biocidal product used and deviating from the appropriate one for the biocidal product used) to adjust.

	c) Recirculate for the space of 4 hours maintaining biocidal product levels. Determinations of biocide and pH levels are made every hour to ensure the concentration of the expected biocidal product content.

	AUTONOMOUS REGION OF CATALONIA
Proposes to replace “Recirculate for the space of 4 hours” by “Recirculate for 4 hours”.
Comment: It is the time corresponding to the use of hypochlorite and not for the other biocidal products for use.

	AUTONOMOUS REGION OF NAVARRE
Replace “4 hours” with “the time required depending on the biocidal product specification”
Comment: It is replaced to read “Recirculate for the necessary time depending on the biocidal product chosen, maintaining...”

	Miguel Sabriá Leal
 “c) Recirculate the system for 4 hours, maintaining biocidal product levels. Determinations of biocide and pH levels are made every hour to ensure the concentration of the expected biocidal product content, it being obligatory to record the result.” (Justification: In this way, it is ensured that there is a record that will allow the subsequent assessment of whether deviations that may occur during the disinfection treatment have been corrected.)
Comment: See comments made in previous sections and relating to the recording of activities of the PPCL programmes. The set time of 4 hours does not apply to all disinfectants (only to chlorine)

	PART C. Maintenance programme in facilities with heated water systems or systems with temperatures similar to those of heated water systems (≥ 24°C) and aerosolisation with or without agitation and with or without recirculation through high-speed jets or air injection, multi-purpose pool sections with this type of installation, with play facilities, water play areas, water mushrooms, water curtains, waterfalls...among others

	PART C.1. General aspects

	Autonomous Region of Catalonia
It proposes to add that disinfection must be done with continuous dosing on the recirculation circuit and prior to its entry into the pool or tub.
Comment: The dosage must be adjusted to the type of disinfectant used and to the conditions reflected in the authorisation of the disinfectant

	1. The facilities shall be cleaned and disinfected after a stop of more than 15 days (except where the health authority determines a different period), after repair or structural modification, where a general review makes it advisable and when determined by the health authority.

	DIPSALUT (Independent Public Health Body of Girona Provincial Council)
Unify criterion with other facilities: C&D after 1 month or 15 days of stoppage.
Comment: It has been unified: 1 month

	DIPSALUT (Independent Public Health Body of Girona Provincial Council)
Unify criterion with other facilities: C&D after 1 month or 15 days of stoppage.
Comment: It has been unified: 1 month

	AUTONOMOUS REGION OF NAVARRE
Modify by deleting: ...“or with temperatures similar to those of heated water systems (≥ 24ºC)”...
Comment: Maintained, in accordance with the name shown in Annex I.

	AQUA AMBIENT
Part C. Maintenance and revision programme in facilities with heated water systems or temperatures similar to... 
Comment: In this section, as is the case for the rest of the facilities, maintenance and revision activities are combined with cleaning and disinfection. It is therefore referred to as for the rest of the facilities as for the rest of the annexes.

	2. New components must be disinfected before putting into service with a biocidal product authorised for that purpose for a period of at least 30 minutes, and then rinsed.

	LABAQUA, S.A. 
When a diffuser is new: Could the first disinfection be avoided? 
Comment: According to the provisions, any new element that is incorporated into the system must be cleaned and disinfected.

	3. The circulation system if there is one shall be put into operation on a daily basis at least 10 minutes before the pool or tube is opened.

	REGION OF VALENCIA
Remove the sentence "3. The circulation system if there is one shall be put into operation on a daily basis at least 10 minutes before the pool or tub is opened”, since it is conceptually the same as section “4. In the case of tubs with a recirculation system, this system shall be put into operation for at least 10 minutes to make sure the water with the disinfectant reaches all parts of the system.”
	The justification for the 10-minute pre-circulation set out in section 4 is incorporated.
3. Daily; to make sure the water with the disinfectant reaches all parts of the system, the circulation system, if there is one, shall be put into operation at least 10 minutes before the pool or tub is opened or the facility used.

	AUTONOMOUS REGION OF THE BALEARIC ISLANDS
Delete: 3. The circulation system if there is one shall be put into operation on a daily basis at least 10 minutes before the pool or tub is opened.
Justification: The following paragraph already regulates this point. (4. In the case of tubs with a recirculation system, this system shall be put into operation for at least 10 minutes to make sure the water with the disinfectant reaches all parts of the system.
	

	4. In the case of tubs with a recirculation system, this system shall be put into operation for at least 10 minutes to make sure the water with the disinfectant reaches all parts of the system.

	AUTONOMOUS REGION OF NAVARRE
Point repeated in point 3. Remove and re-list.
Comment: Deleted 

	5. Where the water comes from the facility’s own source or from a supply network which does not ensure an adequate level of disinfectant in the water supplied, a disinfection system shall be installed.

	AUTONOMOUS REGION OF CATALONIA
As for the supply water, we propose to add that if it does not come from a drinking water distribution network, it must be treated before entering the pool or tub, by means of an appropriate treatment that includes filtration and a procedure that ensures the homogenisation of all the water and its disinfection.
	Having assessed the content of the paragraph, we consider that it corresponds to Annex III relating to requirements for facilities or equipment and water quality.

	AUTONOMOUS REGION OF NAVARRE
Part C.1, 5 and 6.: transfer to points 2 and 3 of point C.2.1 and renumber.
	

	REGION OF VALENCIA
Move the sentence “5. Where the water comes from the facility’s own source or from a supply network which does not ensure an adequate level of disinfectant in the water supplied, a disinfection system shall be installed.” from section C.1. General aspects, to PART C.2. Maintenance programme; I. Pools or tubs without recirculation, since those with recirculation are always subject to this requirement.
	

	6. In the latter case, and for the proper disinfection of water, an intermediate tank shall be installed in which, by means of automatic dosing, the water is disinfected. The dimensions of the tank shall ensure that the water remains for long enough to be properly disinfected. 

	AUTONOMOUS REGION OF NAVARRE
Part C.1, 5 and 6.: transfer to points 2 and 3 of point C.2.1 and renumber.
Comment: Having assessed the content of the paragraph, we consider that it corresponds to Annex III relating to requirements for facilities or equipment and water quality.

	PART C.2. Maintenance programme

	AQUA AMBIENT
Part C.2 Maintenance and revision programme.
Comment: The title is deleted as the content of this paragraph is considered to be mainly not related to maintenance or revision activities.

	SESA (Spanish Society for Environmental Health) / AQUA AMBIENT
PART C.2. Maintenance and revision programme
Comment: Many actions are missing from the maintenance and revision programme as drafted, such as daily, weekly, monthly revisions or reference to compliance with R.D. 742/2013 and UNE-100030 pp. 50-51.
The daily actions must be indicated:
- Level of disinfectant, pH, turbidity, water temperature, etc.
- Record volume of water renewed and water recirculation time, etc.
- Control of air quality indicator parameters, provided they are covered facilities: measure indoor/outdoor CO2, humidity, and ambient temperature.
The weekly actions must be indicated:
- Revisions of dosing equipment, pumps, filter diffuser.
The monthly actions must be indicated:
- Water heating systems.
- Intermediate tanks and balancing tanks.
- End elements, pressure nozzles
Only a semi-annual review has been included. This is considered an excessively long time, these being facilities that due to water temperature >24°C and the formation of aerosols are considered to be at high risk of proliferation of Legionella.
	Amended

	I. Pools or tubs without recirculation 

	1. In facilities where the temperature of the water is achieved by mixing cold water for human consumption and domestic hot water, the mixing device shall be as close as possible to the pool or tub in order to avoid long pipes with water at risk temperature.

	AUTONOMOUS REGION OF CATALONIA
Add at the end of the sentence: “and must not be longer than 5 metres or have a volume of stored water greater than 3 litres.”
Comment: The limiting factor is the risk temperature. It is therefore not considered appropriate to establish limitations of distance (as close as possible to the pool or tub) or volume of water

	AUTONOMOUS REGION OF THE BALEARIC ISLANDS
Delete. (Justification.  This is a design criterion and is already included in Annex III(C).
Comment: It is deleted and point 2 of Part C of Annex III is amended to replace “single-use tubs without recirculation” by “facilities without recirculation”.

	II. Pools or tubs with recirculation 

	All hydromassage tubs with recirculation shall have a recirculated water purification system consisting at least of continuous automatic filtration and disinfection and pH control.

	Comment: This paragraph is identified (except for pH control) as being in Annex III. 
	It is proposed to complete the content of Annex III and delete the paragraph in Annex IV.

	1. The recirculation pump and filters must be sized according to the volume of the facility.

	Comment: It is identified as corresponding to the Annex relating to plant requirements (Annex III). 
	It is proposed to include it in the relevant section of Annex III.

	5. At least every 6 months, throughout the system, inspection, cleaning and disinfection of the pressure nozzles, taps and showers shall be carried out and any elements with anomalies in the form of corrosion, scale or other phenomena shall be replaced.

	Laboplus (Group of Private Environmental Health and Food Safety Laboratories)
5. At least every 6 months, throughout the system, inspection, cleaning and disinfection of the pressure nozzles, taps and showers shall be carried out and any elements with anomalies in the form of corrosion, scale or other phenomena shall be replaced.
(Justification: There is a certain contradiction between the two wordings for the semi-annual or annual periodicity of the facility, since the disinfection of pressure nozzles, taps and showers can only be done by emptying the water from the pool or tub. However, water wastage must be avoided and we therefore propose new wording requiring a six-monthly disinfection treatment as is currently being done in accordance with Royal Decree 865/2003.
Jacuzzis have become the third biggest source of infection, behind towers and domestic hot water systems. There is little water, many bathers, a lot of flexible piping and, in the end, a lot of biofilm.”)
	Amended

	Miguel Sabriá Leal
PART C.3. Cleaning and disinfection
Disinfection will not be effective if it is not accompanied by thorough prior cleaning. It shall be carried out at the intervals reflected in the PPCL or PSL as the case may be, but at least every six months in the case of a PPCL, in facilities with water recirculation.”   (Justification: There is a certain contradiction between the wording of paragraph II.5 and this one, for the semi-annual or annual periodicity of the facility, since the disinfection of pressure nozzles, taps and showers can only be done by emptying the water from the pool or tub. However, water wastage must be avoided and we therefore propose new wording requiring a six-monthly disinfection treatment as is currently being done in accordance with Royal Decree 865/2003.
Shifting the frequency from semi-annual to annual is to take a step back, for a system that is the third biggest cause of infections in Europe and on the increase.)
	

	ATA ECOTECNOLOGÍA E HIGIENE DEL AGUA, S.L.
The periodicity of cleaning and disinfection of pools and tubs with recirculation is annual, not semi-annual for pools or tubs of <10 m³ and for larger ones it is semi-annual or annual depending on the micro results, as stated in the UNE standard, which seems to me very sensible. In addition, it indicates that every six months the nozzles must be cleaned, which would entail having to empty the vast majority of pools and tubs. 
	

	Autonomous Region of Navarre
Amend: Set the recirculation time for this type of pool or tub. (Reason: Not known.)
Comment: The recirculation time will depend on different factors (size of the pool or tub, circuit, type of disinfectant used, motor speed, etc.) the important thing being to achieve the objective of controlling Legionella.

	6. New components must be disinfected before putting into service with a biocidal product authorised for that purpose for a period of at least 30 minutes, and then rinsed.

	REGION OF VALENCIA
	Transfer “6. New components must be disinfected before being put into service with a biocidal product authorised for that purpose for a period of at least 30 minutes, and then rinsed.” from section C.2.II.6. Pools and tubs with recirculation, to Part C.1. General aspects
	It is amended to that effect.

	7. A more intense disinfection shall be carried out at the end of the daily use of the facility, maintaining an appropriate level of disinfectant and an appropriate recirculation time.

	CEHAT (Spanish Confederation of Hotels and Tourist Accommodations) / OTEA (Hotels and Tourism of Asturias) / HOSBEC (Hotel and Tourism Association of the Valencian Region) / LÉRIDA PROVINCIAL HOTEL & CATERING FEDERATION / ASHOTEL (Hotel & Restaurant Association of Tenerife, La Palma, Gomera and El Hierro)
Point II.7 requires an increase in daily disinfection at the end of the day. In some large-volume pools and tubs this may pose significant difficulties in that, if the biocidal product limits established by the hygienic-health regulations of swimming pools were to be exceeded, the values would have to be adjusted with neutraliser or dilution. In either case, one due to increased conductivity that needs to be corrected, and the other directly, this implies an increase in drinking water consumption that we do not consider justified, at least in high volume pools and tubs.
	By opting for a PSL, all actions considered appropriate to control the risk of the facility can be established

	PART C.3. Cleaning and disinfection 

	Comment: Having assessed the content of Part C.3 we propose the title “
	Procedure for cleaning and disinfection in facilities with water recirculation.

	Disinfection will not be effective if it is not accompanied by thorough prior cleaning. It shall be carried out at the intervals reflected in the PPCL or PSL as the case may be, but at least annually in the case of a PPCL, in facilities with water recirculation.

	Comment:
	The first sentence, since it is of a general nature for all types of facilities, has been included in the general part of Annex IV.

	SESA (Spanish Society for Environmental Health)
Comment: The draft indicates that it will be done with the periodicity reflected in the PPCL OR PSL but at least annually, an excessive time for these facilities, which include hydromassage tubs in recreational facilities that in continuous use by large numbers of users, with temperatures of 35-36°C, formation of large aerosolisation clouds and therefore high risk. Six-monthly cleaning operations are currently being carried out, and it should also be borne in mind that in monthly Legionella sampling the prevalence is very high, therefore semi-annual cleaning and disinfection should be established as a minimum (in accordance with UNE-100030:2017).
	The six-monthly periodicity (in accordance with point 4 for this type of facility) is established.

	Laboplus (Group of Private Environmental Health and Food Safety Laboratories)/Miguel Sabriá Leal
Disinfection will not be effective if it is not accompanied by thorough prior cleaning. It shall be carried out at the intervals reflected in the PPCL or PSL as the case may be, but at least every six months in the case of a PPCL, in facilities with water recirculation.”  (Justification: Shifting the frequency from semi-annual to annual is to take a step back, for a system that is the third biggest cause of infections in Europe and on the increase.)
	

	DIPSALUT (Independent Public Health Body of Girona Provincial Council)
Indicates annual minimum, but in part c.2. Section pools and tubs with recirculation it sets C&D at every 6 months. The doubt arises as to whether depending on the PPCL or PSL the frequency could be changed from six-monthly to annual.
	

	Comment: The following sentence is inserted as an introduction: 
	“The procedure to be followed in facilities with water recirculation is:”

	1. Previous actions.
e) Empty water from the pool or tub and tank.

	Autonomous Region of Navarre
Amend: The emptying operation is considered very appropriate, but we must bear in mind that the volumes of some of these pools or tubs are very considerable and the water used to fill them usually comes from the supply network. 
Reason: They can cause problems.
	By opting for a PSA, all actions considered appropriate to control the risk of the facility can be established

	CEHAT (Spanish Confederation of Hotels and Tourist Accommodations); OTEA (Hotels and Tourism of Asturias) / HOSBEC (Hotel and Tourism Association of the Valencian Region) / LÉRIDA PROVINCIAL HOTEL & CATERING FEDERATION / ASHOTEL (Hotel & Restaurant Association of Tenerife, La Palma, Gomera and El Hierro)
	By opting for a PSA, all actions considered appropriate to control the risk of the facility can be established

	There are a multitude of non-heated pools that have small aerosol generating areas (waterfalls, air/water jets, etc.) and that occasionally exceed 24°C in summer. We believe that this type of facility must be dealt with specifically, especially with regard to cleaning programmes that require the emptying of the facility, since applying the general criterion can mean a substantial increase in water consumption. 
	

	They consider that in this section a specific procedure should be developed for hydromassage tubs without recirculation.
	

	2. Cleaning.
a) Thoroughly clean the walls of the pools or tubs and tank, eliminating scale and making any necessary repairs.
b) Clean and disinfect pump filters.
c) Disassemble the nozzles of diffusers, jets, showers, etc. and thoroughly clean them, removing scale and adhesions by submerging them once they are clean in a solution containing biocidal product, for 30 minutes, or by spraying with a similar solution as an exceptional alternative method, and finally rinsing with plenty of network supply water.

	SESA (Spanish Society for Environmental Health)
c) Disassemble the nozzles of diffusers, jets, showers, etc. and thoroughly clean them, removing scale and adhesions by submerging them once they are clean in a solution containing biocidal product, for 30 minutes, or by spraying with a similar solution as an exceptional alternative method, and finally rinsing with plenty of network supply water. In the case of chlorine, use a dilution containing 20 mg/L of free residual chlorine, allowing 30 minutes to act.
Comment: See comments made in previous sections regarding the exclusive reference to sodium hypochlorite and indication of acting times and concentration of biocidal products.

	3. Disinfection.
a) Calculate the required dose of disinfectant based on the volume of water treated

	AUTONOMOUS REGION OF CATALONIA
Proposes to indicate the concentration and time needed in case of use of hypochlorite or chlorine derivatives.
Comment: See comments made in previous sections regarding the exclusive reference to sodium hypochlorite and indication of acting times and concentration of biocidal products

	REGION OF VALENCIA
Where it says: a) Calculate the required dose of disinfectant based on the volume of water to be treated. New wording: a) Calculate the required does of disinfectant based on the volume of water to be treated and add the disinfectant.
Comment: Amended accordingly.

	c) Control the biocidal product level and pH and perform this control at least every hour.

	SESA (Spanish Society for Environmental Health)
c) Control the biocidal product level and pH and perform this control at least every hour. In the case of chlorine: use a dilution containing 20-30 mg/L of free residual chlorine, keeping pH below 7.5, recirculate 2-3 hours and perform hourly checks.
	See comments made in previous sections regarding the exclusive reference to sodium hypochlorite and indication of acting times and concentration of biocidal products.

	Miguel Sabriá Leal
“c) Control the biocidal product level and pH and perform this check at least every hour, and its result must be recorded. In the case of using chlorine as a biocidal product, keep at least 20 ppm of free chlorine for 3 hours or 30 ppm of free chlorine for 2 hours.” (Justification: In this way, it is ensured that there is a record that will allow the subsequent assessment of whether deviations that may occur during the disinfection treatment have been corrected. As chlorine is a universal disinfectant, minimum concentrations and contact times must be indicated, at least for the riskiest systems such as drinking water, towers and jacuzzis (e.g. 20 ppm x 3 hours or 30 ppm x 2 hours for drinking water). This, for water, is always so in all guides and regulations and it does not make sense to rely on other possible disinfectants, which are of very minority use, in order not to do so...)
	

	f) Before it is put into service and at the end of the day on which the cleaning and disinfection has been carried out, a revision should be carried out and it should be kept in re-circulation with all its elements in operation for approximately 1 hour.

	AUTONOMOUS REGION OF CATALONIA
We do not understand why this revision has to be done. We propose to delete the paragraph.
	This point does not refer to a daily activity, but to that of the day on which the cleaning and disinfection of the entire facility (weekly) has been carried out. It is applicable to any facility irrespective of the biocidal product used.

	Autonomous Region of Cantabria
It is proposed to delete this point, firstly because it imposes an additional obligation on facilities using active chlorine released from sodium hypochlorite and not on others, secondly because it involves excessive daily expense for chemical product and water, thirdly because it is very difficult to comply with and fourthly because there is no scientific basis for requiring such an environmentally costly daily action.
	

	g) Neutralise.

	AUTONOMOUS REGION OF CATALONIA
We believe that this point should be deleted since neutralisation has already been considered in point 3(d).
	We propose to move it to letter e) “Neutralise the disinfectant”.

	REGION OF VALENCIA
C.3.3.g? . Suggestion: Insert paragraph (g) Neutralise between paragraphs (d) and (e).
	

	DIPSALUT (Independent Public Health Body of Girona Provincial Council)
Neutralise as the end point of the process? Should the plant not be left to concentration of biocidal product and pH set by the regulation?
	

	AQUA AMBIENT / Miguel Sabriá Leal
“g) Neutralise the biocidal product.” (Justification: Simple matter of clarifying what has to be neutralised.)
	

	PART D. Maintenance programme in other types of facilities

	SESA (Spanish Society for Environmental Health) / AQUA AMBIENT
PART D. Maintenance and revision programme in other types of facilities
Comment: It is considered appropriate to maintain the titles along the lines set out in Annex III “Part D. Other types of facilities”

	PART D.1. General aspects

	2. Facilities shall be cleaned and disinfected once a year, when the facility is first started up, after a stop of more than one month, after repair or structural modification, when a general review makes it advisable and when so determined by the health authority. Chemical disinfection of firefighting water installations may be carried out without emptying and cleaning the tank.

	Laboplus (Group of Private Environmental Health and Food Safety Laboratories) / Miguel Sabriá Leal
2. Facilities shall be cleaned and disinfected once a year, when the facility is first started up, after a stop of more than one month 15 days, after repair or structural modification, when a general review makes it advisable and when so determined by the health authority. Chemical disinfection of firefighting water installations may be carried out without emptying and cleaning the tank.
(Justification: The one-month period indicated is excessive, since stagnant water causes exponential growth in Legionella proliferation.)
	It is the minimum established in accordance with Article 7.2.1 (The minimum unified period for all facilities is one month.)

	PONTEVEDRA TERRITORIAL HEALTH DEPARTMENT (GALICIAN REGIONAL GOVERNMENT)
2: it says that cleaning and disinfection must be done “after a stop of more than one month”, but it may be better to reduce it to 15 days for consistency, so that the criterion is uniform with that of the previous points.
	

	DIPSALUT (Independent Public Health Body of Girona Provincial Council)
In this section where it says more than one month for performing C&D, it would be better to make it the same for all facilities.
	

	3. Removable parts shall be thoroughly cleaned and disinfected by immersing them in the biocidal product authorised for this purpose, then rinsing with plenty of cold water. Elements that are difficult to disassemble or access shall be sprayed with the same solution or covered with a clean cloth impregnated in the same solution for the same time.

	AUTONOMOUS REGION OF CATALONIA
Considers that the contact time of 30 minutes as considered in other facilities must be included.
Comments: The correct reference is: "... for the time required depending on the biocidal product chosen. “

	4. Appropriate measures must be taken to ensure that cleaning or disinfection operations do not affect users in the treated area. As regards cooling and air conditioning systems, the cooling system must be aerated before reuse under normal conditions.

	AUTONOMOUS REGION OF NAVARRE
Amend: Change “aerated.” Use another concept. Reason: We can imagine what it refers to, but the term is confusing.
Comment: Replaced by the word ‘ventilated’

	Other contributions

	SESA (Spanish Society of Environmental Health) / AQUA AMBIENT/ Laboplus (Group of Private Environmental Health and Food Safety Laboratories) / Miguel Sabriá Leal
Include: 5.-For other specific technical aspects of the facilities, and for purposes of information, the aspects indicated in Standard UNE 100030 may be taken into account.
Comment: Towers, potable water installations and swimming pools are very well detailed throughout the RD, and there are many aspects and paragraphs copied directly from the UNE 100030 Standard.
But in all the sections on “other facilities” are very generic, although they too are copied from the UNE Standard. It seems right that so many aspects of UNE 100030 have been incorporated.
However, the UNE Standard developed specific technical issues for specific facilities such as humidifiers, fire control systems, industrial humidifier plants, evaporative cooling, ornamental fountains, irrigation, vehicle washing, etc. It is therefore considered important to mention, for purposes of information (with no direct legislative link) Standard UNE 100030 in this section of general aspects of other facilities, since it can greatly help the operator and the sector in unifying technical criteria for the prevention of Legionella.
Comment: It would not bring added value, since reference would also have to be made to sectoral guides, WHO documents, publications, which in turn could lead to problems of legal certainty.

	PART D.2. Facilities or equipment in which water declared as mineral-medicinal and/or thermal with aerosolisation is used

	1. Facilities with water recirculation: they shall be treated with physical or physico-chemical systems, and if it is demonstrated that these methods do not control microbial growth, disinfectants that minimise the risk shall be used.

	AUTONOMOUS REGION OF NAVARRE
Add: “.... chemical disinfectants that minimise the risk shall be used.”
Comment: The correct reference is “disinfectants”, which covers both biocidal chemicals and other treatments.

	2. Collective or individual facilities without water recirculation: immediately before the point of use the water shall be treated with physical or physico-chemical methods that do not alter its composition and a thorough cleaning of the facility shall be carried out after each use. 

	AUTONOMOUS REGION OF ANDALUSIA
In collective or individual facilities without water recirculation, a thorough cleaning of the facility is established after each use. This cleaning should be established depending on the size of the pools or tubs associated with the facility, since for large pools or tubs it would not be feasible at a practical level, since it would be clearly required in facilities for individual use and not in those of collective use depending on the characteristics of the facility.
	Amended

	AUTONOMOUS REGION OF CASTILLA-LA MANCHA
“2. Collective or individual facilities without water recirculation: immediately before the point of use the water shall be treated with physical or physico-chemical methods that do not alter its composition and a thorough cleaning of the facility shall be carried out after each use. This cleaning shall follow the guidelines set out in paragraph 2 of PART C.3 of Annex IV".
Comment: In view of the particular and widely varied characteristics of these types of facilities it is not advisable to extend this procedure to them.

	3. Respiratory therapy apparatus: the water must be treated immediately prior to use with physical and physico-chemical systems or thermal shock.

	AUTONOMOUS REGION OF NAVARRE
Amend: Delete “and physico-chemical”. Reason: We do not know of any biocidal products authorised for inhalation.
Comment: It is maintained, since in this case they are products authorised under the scope of health care products (being inhaled) and not under biocidal product legislation.

	PART D.3. Maintenance programme

	SESA (Spanish Society for Environmental Health)/AQUA AMBIENT
PART D.3. Maintenance and revision programme
	New wording is proposed: “PART D.3. Installations with tank and recirculation of water.”

	LEGIOPREV, S.A.
Due to the size of the facility and since it is not clearly indicated, it should be specified whether Industrial Humidifier Plants are in this section. 
	

	This section covers facilities containing a water storage system with continuous recirculation, such that water is pumped to the point of emission of aerosols and returns to the tank. This section may include Evaporative Coolers with wet surface, evaporation humidifiers, ornamental fountains with recirculation, car washes with recirculation and other facilities.

	Comment: It is proposed to improve its wording as follows: “This section covers facilities containing a water storage system with continuous recirculation, such that water is pumped to the point of emission of aerosols and returns to the tank. This section may include, among others, evaporative coolers with wet surface, evaporation humidifiers, ornamental fountains with recirculation and car washes with recirculation.

	1. The physico-chemical quality of the water of the system shall be reviewed by determining the following parameters: temperature, pH, conductivity, turbidity, total iron and, if applicable, level of biocidal product used.

	DIPSALUT (Independent Public Health Body of Girona Provincial Council)
Indicates pH, conductivity, iron (in previous section indicated only if applicable).
	This paragraph does not correspond to C&D or water treatment. It would correspond to the sampling programme annex.
Moved to the corresponding annex

	SESA (Spanish Society for Environmental Health) / AQUA AMBIENT
1. The physico-chemical quality of the water of the system shall be reviewed by determining the following parameters: temperature, pH, conductivity, turbidity, total iron and, if applicable, level of biocidal product used. (Note: total iron is correctly indicated here, so it must also be included in Tables 1 and 7)
	

	2. Other parameters considered useful in determining the quality of the water or the effectiveness of the water treatment programme shall be included, if necessary. However, the health authority may exempt the operator from analysing any of these parameters if, based on the type of facility concerned, it is not likely to be present in the water at levels of health risk.

	Comment:
- This paragraph does not correspond to C&D or water treatment. It would correspond to the sampling programme annex.
- It is proposed to amend it as follows: “2. Other parameters considered useful in determining the quality of the water or the effectiveness of the water treatment programme shall be included, if necessary. However, the health authority may exempt the operator from analysing any of these parameters if, based on the type of facility concerned, it is not likely to be present in the water at levels of health risk at levels such as to constitute a risk to health.” 

	3. A determination of Legionella spp shall be carried out on samples from representative points of the facility at least 15-30 days after the cleaning and disinfection treatment is carried out, preferably after 30 days. Table 7 shows the actions to be taken if Legionella spp is detected in any of the samples analysed.

	AUTONOMOUS REGION OF NAVARRE
Remove: ..., “preferably after 30 days”. 
	This section corresponds to the sampling programme and is moved to the corresponding annex.
It is harmonised with the provisions for the rest of the facilities (Annex VI. A.4. Sampling): The set time is 15-30 days post C&D

	Autonomous Region of Catalonia
We understand that Table 7 should be replaced by Table 5. We also consider that the reference to Table 5 should be stated in general for all facilities in the articles or should be referred to in the different sections of each facility.
	

	REGION OF VALENCIA
Where it says: 3. A determination of Legionella spp shall be carried out on samples from representative points of the facility at least 15-30 days after the cleaning and disinfection treatment is carried out, preferably after 30 days. Table 7 shows the actions to be taken if Legionella spp is detected in any of the samples analysed. 
New wording: 3. A determination of Legionella spp shall be carried out on samples from representative points of the facility at least 15-30 days after the cleaning and disinfection treatment is carried out. Table 5 shows the actions to be taken if Legionella spp is detected in any of the samples analysed.
	

	AUTONOMOUS REGION OF CASTILLA-LA MANCHA
Paragraph 3 is somewhat inconsistent. It is proposed to delete “preferably after 30 days”, and to amend the numbering of the table, which should be 5, not 7:
“3. A determination of Legionella spp shall be carried out on samples from representative points of the facility at least 15-30 days after the cleaning and disinfection treatment is carried out. Table 5 shows the actions to be taken if Legionella spp is detected in any of the samples analysed.”
	

	AUTONOMOUS REGION OF ASTURIAS
In paragraph 3, Table 7 should be replaced by Table 5.: “3. A determination of Legionella spp shall be carried out on samples from representative points of the facility at least 15-30 days after the cleaning and disinfection treatment is carried out, preferably after 30 days. Table 7 Table 5 shows the actions to be taken if Legionella spp is detected in any of the samples analysed.”
	

	DIPSALUT (Independent Public Health Body of Girona Provincial Council)
Sampling: How many days after the C&D? As verified by C&D or risk-based? Minimum 15-30 days, but better after 30 days? Is there a limit to the number of days? 
	

	SESA (Spanish Society for Environmental Health) / AQUA AMBIENT
3. A determination of Legionella spp shall be carried out on samples from representative points of the facility at least 15-30 days after the cleaning and disinfection treatment is carried out, preferably after 30 days. Table 7 shows the actions to be taken if Legionella spp is detected in any of the samples analysed.
Comment: It is meaningless
	

	ATA ECOTECNOLOGÍA E HIGIENE DEL AGUA, S.L.
The level of biocidal product in a fountain must be a minimum weekly requirement, outbreaks caused by fountains have been reported.
	

	ALMUDENA GONZÁLEZ GASCÓN Y MARÍN
Point 3: “Table 7 shows the actions to be taken if Legionella spp is detected in any of the samples analysed.” This is not Table 7 but Table 5. 
	

	II. Installations without water recirculation

	
	Should be moved to: PART D.4. Installations without water recirculation
	

	This section includes facilities without a continuous water recirculation system with or without accumulation tank. This section includes lost water spray evaporative coolers, aerosolisation systems, atomisation humidifiers, ornamental fountains without recirculation, sprinkler watering in urban environments, firefighting systems, car washes and other facilities

	AUTONOMOUS REGION OF CATALONIA
Proposes to replace “car washes” with “car washes without water recirculation”.
Comment: Amended accordingly

	Comment:
It is proposed to improve its wording as follows: “This section includes.... with or without accumulation tank, such as This section includes lost water spray evaporative coolers, aerosolisation systems, atomisation humidifiers, ornamental fountains without recirculation, sprinkler watering in urban environments, firefighting systems and car washes without water recirculation and other facilities
	

	If as a result of the PPCL it is considered necessary to carry out sampling and analysis and the presence of Legionella spp is detected, the actions referred to in Table 5 shall be carried out.
Comment: This paragraph does not correspond to the Plant Treatment Programme, it corresponds to measures to be taken in the light of analytical results.

	AUTONOMOUS REGION OF NAVARRE
Last paragraph, add: application and PSL in: “If as a result of the application of the PPCL and/or PSL it is considered necessary to carry out sampling and in the analysis”......
	This section corresponds to the design of the sampling programme and since the measures to be taken in the event of the presence of Legionella spp are set out in Annex V, it is proposed that it be deleted.

	REGION OF VALENCIA
Where it says: If as a result of the PPCL it is considered necessary to carry out sampling and analysis and the presence of Legionella spp is detected, the actions referred to in Table 5 shall be carried out.   New wording: In the sampling and analysis the presence of Legionella spp is detected, the actions referred to in Table 5 shall be carried out.
	

	AMBIQAI
It indicates the non-mandatory performance of legionella analysis. Nor does it specify the obligation to carry out disinfection treatments
Comment: These would be ‘suspicious situations’, which do not prejudice the planned analysis or obviate the adoption of such measures as may be set out in the Annex on corrective measures for such cases. 

	SESA (Spanish Society for Environmental Health) / AQUA AMBIENT
Include: A determination of Legionella spp shall be carried out on samples from representative points of the facility at least 15-30 days after the cleaning and disinfection treatment is carried out. Table 7 shows the actions to be taken if Legionella spp is detected in any of the samples analysed. (Justification: The same paragraph that is already included for facilities with water recirculation should be incorporated.) 
Comment: This paragraph, like the one referred to, is applicable to all types of facility. It is covered in the relevant section of the Annex on the sampling programme.

	PART D.4. Cleaning and disinfection

	
	This would move to PART D.5. Cleaning and disinfection procedure
	

	I. Installations with tank and water recirculation

	AUTONOMOUS REGION OF THE BALEARIC ISLANDS
Reference is made to installations with tank, but the procedure says nothing about the cleaning of the tank.
Comment: The title is amended by incorporating “cleaning and incorporation into the procedure of the point corresponding to cleaning.

	2. Recirculate the system for 3 hours. The level of biocidal product shall be measured at least every hour and the lost quantity replenished.

	AUTONOMOUS REGION OF NAVARRE
Replace “3 hours” with “the time required depending on the biocidal product technical specification”
Comment: Replaced and incorporated “...during the time established depending on the disinfectant used...”

	SESA (Spanish Society for Environmental Health) / AQUA AMBIENT
2. Recirculate the system for 3 hours. The level of biocidal product shall be measured at least every hour and the lost quantity replenished and the result must be recorded.
	The aspects of documenting all activities (records) of the PPCL are set out in both Article 7 and the general part of Annex IV.

	Miguel Sabriá Leal
“2. Recirculate the system for 3 hours. The level of biocidal product shall be measured at least every hour and the lost quantity replenished and the result must be recorded.” (Justification: In this way, it is ensured that there is a record that allows to evaluate later whether deviations that may occur during the disinfection treatment have been corrected.)
	

	5. Thoroughly clean surfaces with appropriate techniques that remove scale and adhesions and rinse.

	Autonomous Region of Andalusia
It is understood that thoroughly cleaning surfaces with appropriate techniques that remove scale and adhesions and rinsing must precede disinfection.
	Amended accordingly and deleted “... with appropriate techniques that remove...”

	Autonomous Region of Catalonia
We believe that points 4 and 5 should be at the beginning of the procedure. We believe that the order of the procedure should be: operations, cleaning, disinfection, recirculation, emptying, rinsing and filling of the system.
	

	AUTONOMOUS REGION: REGION OF MURCIA
In both I and II the cleaning should go before disinfection. (Disinfection must be preceded by thorough prior cleaning.)
	

	II. Installations without water recirculation

	The nozzles of evaporative cooling installations that spray water and other items of equipment that spray water from nozzles must be checked weekly and cleaned if the check renders this advisable.

	SESA (Spanish Society for Environmental Health) / AQUA AMBIENT
The nozzles of evaporative cooling installations that spray water and other items of equipment that spray water from nozzles must be checked weekly monthly and cleaned if the check renders this advisable.
Comment: The weekly periodicity of the revision is maintained. 

	3) Thoroughly clean the walls of the tanks, eliminating scale, performing any necessary repairs and rinsing with clean water.

	AUTONOMOUS REGION OF CATALONIA
Considers that point 3 should be the first and point 4 should be deleted. We believe that the order of the procedure should be: cleaning, disinfection, neutralisation and filling of the system
	It is deleted (cleaning is listed in point 1) and the procedure is reviewed.
The wording would read as follows:
“For all facilities the cleaning and disinfection procedure to be followed shall be as follows:
1. Thoroughly clean the walls of the tanks, eliminating scale and carrying out any necessary repairs. Rinse with clean water.
2. Disinfection with biocidal products during the time established depending on the disinfectant used, controlling pH (if the effectiveness of the biocidal product depends on pH).
3. Neutralise the amount of biocidal product and empty.
4. Refill with water and restore normal conditions of use.

	AUTONOMOUS REGION: REGION OF MURCIA
In both I and II the cleaning should go before disinfection. (Disinfection must be preceded by thorough prior cleaning.)
	

	SESA (Spanish Society for Environmental Health) / AQUA AMBIENT
The nozzles of evaporative cooling installations that spray water and other items of equipment that spray water from nozzles must be checked weekly monthly and cleaned if the check renders this advisable.
For all facilities the disinfection procedure to be followed will be as follows:
4) Disinfection-neutralisation-emptying 4) Refill with water and restore normal conditions of use.
	

	Miguel Sabriá Leal
“For all facilities the following disinfection procedure shall be as follows:
1) Disinfection with biocidal products authorised for the purpose, regulating the level of pH if necessary
2) Neutralise the amount of biocidal product and empty the tank.
3) Thoroughly clean the walls of the tanks, eliminating scale, performing any necessary repairs and rinsing with clean water.
4) Disinfection, neutralisation,-emptying
5) Refill with water and restore normal conditions of use” 
(Justification: A text with better clarification is proposed and it is proposed that the pH should be regulated in case the biocidal product used could affect pH.)
	

	Disinfection with biocidal products authorised for the purpose, controlling pH

	SESA (Spanish Society for Environmental Health) / AQUA AMBIENT
Comment: A minimum duration, as indicated in other facilities, should be incorporated in order to avoid excessively rapid and inefficient disinfection, while at the same time avoiding poor professional practices that would perform an official disinfection of 5 minutes which would be legally correct.
Comment: Throughout the text, based on the authorisation resolution, manufacturer’s recommendations,..., the phrase “... for the time established for the biocidal product used...” is incorporated. 


	Issuer of the contribution
	Contribution
	Comment

	ANNEX VIII. Corrective measures to mitigate risk (Corresponds to Annex V)
Note: Based on the sequence set out in Article 8, this Annex would become Annex VIII. The remaining ones (Annexes VI, VII and VIII) become V, VI and VII respectively).

	REGION OF VALENCIA
Define “Corrective measures” 
	Comment: The title of the Annex is amended as a result of the amendment made to Article 7 in relation to the fourth principle: “Measures to be adopted depending on the results of analyses for Legionella spp”

	AUTONOMOUS REGION OF CATALONIA
We consider that none of the points in the General Aspects section are corrective measures to mitigate risk, and that they should each be transferred to the corresponding sections: point 1 to Article 7 on the PPC, points 2 and 3 to Article 16 on treatments, point 4 to Article 15 on the use of biocidal products, and points 5, 6 and 7 to Article 16.
	

	Laboplus (Group of Private Environmental Health and Food Safety Laboratories) / Miguel Sabriá Leal
Entitle the Annex “Measures to be adopted in facilities depending on the result of analytical checks for Legionella spp.” (Justification: We believe that the new text of the title of Annex V is more appropriate and defines its content. The entire content of the Royal Decree aims to minimise the risk of legionellosis in the facilities listed in Annex I, but Annex V specifically sets out the actions to be taken on the basis of the results of the Legionella spp analyses carried out.)
	

	PART A. General aspects

	REGION OF VALENCIA
Delete the sections of Part A. General Aspects since they are not corrective measures but control actions.
	Comment: The whole section is moved to Annex IV (General Aspects) and the contents moved, together with those existing in this section and in the articles are reviewed in order to avoid repetitions and/or contradictions.

	Miguel Sabriá Leal
This Part should be deleted (Justification: These general aspects are already mentioned in other articles and annexes and should in any case be included in Annex IV in its initial introduction)
	

	1. General cleaning and disinfection programme for the entire facility and specific programme for areas or equipment to ensure that it operates safely, clearly establishing the procedures, products to be used and doses, precautions to be taken into account, and the periodicity of each preventive activity. Any partial cleaning operations carried out after any maintenance activity shall also be recorded. Where the processing is carried out by both own staff and a contracted company, the technical head shall issue a certificate, in accordance with the model set out in Annex X.

	
	As a result of the assessment of the contributions received for Annex IV and Annex X, the following wording is proposed: “1. The cleaning and disinfection programme must cover the general cleaning and disinfection of the entire facility and the specific cleaning and disinfection of particular areas or items of equipment, as well as partial cleaning carried out as a result of any maintenance activity. It shall provide precisely for the procedures, products to be used and doses, precautions to be taken and the periodicity of each activity, with records of them being kept. Where the processing is carried out by both own staff and a contracted undertaking, the treatment applicator shall draw up a record or certificate, in accordance with the model set out in Annex X.”

	2. Continuous water treatment programme, which shall include actions to maintain the quality of the water in the facility in correct physico-chemical and microbiological conditions, especially as regards the presence of Legionella spp and the aggressive or scaling tendency of the water. They can be carried out by using chemical products, physical or physico-chemical systems.

	Comment: This paragraph corresponds to Annex IV (deleted “continuous” for consistency with Article 7.2)

	3. In all cases, the products to be used, their dosage, consumption, dosage point and guidelines must be indicated. The addition of chemical products must be done by automatic or semi-automatic dosing.

	Comment: This item corresponds to Annex IV. (C&D)
Based on the input received and in line with what is expressed in relation to biocidal products (liquid/non-liquid biocides) and automatic/semiautomatic dosing, the term “preferably” is included, thus opening up the possibility of the use of other presentations and dosages.

	4. Biocidal products must be of proven efficacy against Legionella spp and must be authorised and registered in the relevant registry of the competent authority.

	AUTONOMOUS REGION OF NAVARRE
· Remove “biocidal products” and replace with “treatments”.
· Suggest: ...“and the biocidal products must be authorised”....
Comment: Biocidal products and treatments must comply with Articles 15 and 16 respectively.

	PONTEVEDRA TERRITORIAL HEALTH DEPARTMENT (GALICIAN REGIONAL GOVERNMENT)
It is explained here that “biocidal products must be of proven efficacy against Legionella spp and must be authorised and registered in the relevant register of the competent authority.” It might be good to add that in the case of water for human consumption (hot or cold), sodium hypochlorite (which is proven to be effective) can be used. The corresponding types of product could also be explained for the different cases (hot and cold water, towers/condensers, swimming pools/spas,).
Comment: See comments on contributions made in other sections and related to sodium hypochlorite.
Types of biocidal product are included in the phrase “for the purpose” which has been indicated throughout the text of the RD, since product type appears in the authorisation. 

	Pall España, S.A.U.
It is suggested, as is the case of biocidal products, that end-point physical disinfection measures should be required to be of proven efficacy against Legionella spp. (This was required in RD 865/2003) (−) Physical end point disinfection measures must be of proven efficacy against Legionella spp throughout their useful life.
“(−) Physical end-point disinfection measures must be of proven efficacy against Legionella spp throughout their useful life.”
	This aspect is reflected in the articles (Article 16). It is therefore not considered necessary to reinsert it in the Annex.

	Spanish Society of Preventive Medicine, Public Health and Hygiene
It is proposed that the requirement contained in RD 865/2003 for physical end-point disinfection measures to be of proven efficacy against Legionella spp be maintained. 
	

	
	Since it is a paragraph relating to Annex IV, its transfer does not constitute a real contribution and repeats what has already been stated in that Annex.
	The deletion of point 4 is proposed.

	5. The treatment selected for the correct maintenance of the water in the system must be detailed in the Programme.

	AUTONOMOUS REGION OF NAVARRE
Remove “point 5”, which is included in 2.
	This is a specific aspect which should be explicitly incorporated in paragraph 2. (That paragraph has been moved to Annex IV)

	SESA (Spanish Society for Environmental Health) / AQUA AMBIENT
The treatment selected for the correct maintenance of the water in the system must be detailed in the Programme.
	

	6. Priority must be given to the use of automatic measuring and dosing systems and systems with telematic monitoring or control with a calibration program.

	AUTONOMOUS REGION OF NAVARRE
Move ‘point 6’ to the end of 3.
Comment: This point is moved to Annex IV.

	7. After annual cleaning and disinfection, the control of Legionella spp shall be carried out 15 to 30 days later.

	Autonomous Region of Catalonia
As regards the wording of point 7 we propose to replace “15 to 30 days later” by “at least 15-30 days later”. This sentence should be worded in the same way on the following pages: 32, 38 and 40.
Comment: The set period is “Take a new sample between 15 and 30 days after cleaning and disinfection”

	DIPSALUT (Independent Public Health Body of Girona Provincial Council)
Control for Legionella shall be carried out 15-30 days after C&D. In other sections it says minimum and preferably more than 30. Unify criterion.
Comment: This paragraph corresponds to the sampling programme and not to the corrective measures. It is reflected in the Sampling Annex (Annex VI. Part A.4)

	
	Having assessed the contribution made by the Balearic Islands for part B.1. it is considered appropriate to include this point in the section on General Aspects to adapt it for all types of facilities: with reference to the corrective measures set out in the Installation Plan for facilities not specifically listed in the Annex and the reference nature of the Annex for those listed in the Annex.
Comment: In the absence of cases of legionellosis, the presence detection of Legionella spp shall entail the adoption of the corrective actions measures set out in the PPCL which shall cover at least those set out in this Annex and, if necessary, make appropriate structural modifications.

	AUTONOMOUS REGION OF CASTILLA-LA MANCHA
This Annex should indicate the corrective measures to be taken if the laboratory report finds an “excessive growth of micro-organisms which makes it difficult to detect legionella”.
Comment: The measures to be taken are indicated in the footnote to each of the Tables in the Annex.

	PART B. Corrective measures 

	AUTONOMOUS REGION: BALEARIC ISLANDS
Amend as follows: In the absence of cases of legionellosis, the presence of Legionella spp at a consumption point shall entail the obligatory adoption of the corrective actions set out in the following Tables and such structural modifications as may be appropriate. Justification: This paragraph should go just before paragraph B, under the title corrective measures to mitigate risk, so that it applies to all facilities described subsequently (2, 3, 4 and 5).
Comment: With its inclusion in the General Aspects section it does not need to be indicated again.

	PART B.1. Indoor drinking water installations

	
	In order to unify its name with that listed in Annex I, we propose ‘Human consumption water systems’.
	PART B.1 HUMAN CONSUMPTION WATER SYSTEMS

	In the absence of cases of legionellosis, the presence of Legionella spp at a consumption point shall entail the obligatory adoption of the corrective actions set out in Table 2 and such structural modifications as may be appropriate.

	AUTONOMOUS REGION: BALEARIC ISLANDS
Amend as follows: In the absence of cases of legionellosis, the presence of Legionella spp at a consumption point shall entail the obligatory adoption of the corrective actions set out in the following Tables and such structural modifications as may be appropriate.
Justification: This paragraph should go just before paragraph B, under the title corrective measures to mitigate risk, so that it applies to all facilities described subsequently (2, 3, 4 and 5).
Comment: Having considered this proposal, it is considered appropriate to move this point to the General Aspects section to adapt it for all types of facilities (with reference to the corrective measures set out in the Installation Plan and the reference nature of the Annex).

	Pall España, S.A.U.
- “We suggest considering the microbiological filtration measure at the end point as a corrective action as long as there is a count of Legionella spp. which may pose a risk to health.’ 
Comment: It refers to the adoption of a structural measure which corresponds to the operator of the facility with advice where appropriate from the technical head, to assess that possibility.

	IDEXX LABORATORIOS
In the absence of cases of legionellosis, the presence of Legionella spp or Legionella pneumophila at a consumption point shall entail the obligatory adoption of the corrective actions set out in Table 2 and such structural modifications as may be appropriate.
(This is an opportunity to have a risk-based approach without creating a burden for users. It can be done by differentiating the parametric value for the most dangerous parameter, legionella pneumophila.)
Comment: See comments made in sections prior to this contribution.

	Table 2. Actions for domestic hot and cold water installations for human consumption based on the results of Legionella spp analyses. (Change to Annex VIII, Table 7)

	(*) CFU/L: Colony Forming Units per litre of water analysed.

	Ambientalys Consultoría y Análisis SL
In the legend (*) CFU/L: Colony forming units per litre of water analysed, the term “analysed” should be deleted as it leads to very significant confusion.
(Justification: CFU/L is the unit of expression of results, but it has nothing to do with the volume of water in the sample to be analysed. The standard UNE EN ISO 11731 does not stipulate or define the volume of water to be analysed, it depends on the nature of the matrix for analysis, the expected bacterial load of the sample, both Legionella and the accompanying flora, the selected test route, the limit of detection of the technique and the intended use of the results (application of the ranges set out in the tables in the annexes to this draft). Therefore, the volume of water analysis may vary from sample to sample. Specifying a specific volume would conflict with this rule. Our recommendation is not to limit to a litre and not to specify the volume to be analysed.)
	It complies with the internationally accepted nomenclature in the microbiological field:
CFU/L: Colony forming units per litre of water.
With reference to litre as it is the unit of volume reflected in Directive (EU) 2020/2184.
In this sense, it is propagated throughout the text of the Royal Decree.

	Laboplus (Group of Private Environmental Health and Food Safety Laboratories)
In the legends (*) CFU/L: Colony Forming Units per litre of water analysed sampled”. (Justification: This text is inconsistent with the standard UNE-EN ISO 11731, established as a reference method for the detection of Legionella spp. This fact can generate interpretations that lead to confusion and misunderstandings. We propose that the term “analysed” be deleted and, in any case, replaced by the term “sampled”, since:
• CFU/L is the expression of results, which will not always match the volume of water analysed
• The sample must be one litre to ensure greater homogeneity and the test starts with prior homogenisation of the sample
• UNE-EN ISO 11731 determines a variable volume depending on several aspects defined in the standard, including the sample matrix, the expected biological load, parametric values and the method chosen for conducting the test.
• The sample must therefore be 1 litre minimum, but the volume to be analysed may vary depending on the different aspects defined in the standard.
• In any case, the total volume of water analysed in the results reports must be expressed.
	

	Count thresholds for Legionella spp

	Autonomous Region of Catalonia
With reference to the Legionella spp count column, from a health protection point of view, we consider that it is from the detection of Legionella that actions should be indicated. Therefore, and also because in the table as it is rows 1 and 2 (counts of “No detection” and “<100 to 1,000” respectively) overlap, we propose deleting row 1 and changing row 2 to indicate “Detection at 1,000” instead of “<100 to 1,000” Row 1 can also be left as it is, but changing row 2 as indicated.
Comment: The first two thresholds are in line with Directive (EU) 2020/2184 of the European Parliament and of the Council of 16 December 2020 on the quality of water intended for human consumption

	Autonomous Region of Catalonia
With reference to the Actions to be taken column, it is not possible to establish a fixed percentage of positive samples that would trigger this or that particular action, since drinking water facilities are very different, with totally different sizes, some with more than 100 sampling points and others with as few as four, so indicating a criterion based on a percentage cannot apply to all facilities equally. 
On the other hand, we consider it appropriate to include a requirement that from the time Legionella is detected the actions to be carried out must take account of and be based on an assessment of the risk of the situation and the system, depending on which points have tested positive, etc. 
We have seen, for example, a similar table established by the UK government for drinking water in hospitals, which bases actions on risk assessment, and instead of a fixed percentage indicates actions based on whether the majority of points are positive or not. And the measures it indicates are recommendations. Looking at the criteria of the CDC we note that it sets a percentage of between 10-20 %. In addition, UNE 100030 distinguishes for facilities with fewer than 20 terminal points. 
Therefore, with regard to this Actions column, we propose: 
- To add the requirement that the actions to be carried out be based on an assessment of the risk of the facility and of the situation, because it will increase the effectiveness of the measures to be taken, both in the short term and in the long term. 
- That in the counting actions, where it now indicates “<100 to 1,000” the 30% figure be indicative, not mandatory. 
- That in the counting actions where it now indicates “<100 to 1,000”, the indications of UNE 100030 be added: in there are fewer than 20 terminal points in the facility, if a Legionella positive is detected in just one of the samples, the actions indicated in this section must be taken. This can also be in the form of a note. 
As regards the following paragraph in Table 2: “The measures described shall be carried out without prejudice to any changes that may ordered in this regard by the health authority, or by the technical head with the prior authorisation of the health authority, depending on the type or location of the points where Legionella spp has been detected”, we propose to delete “or by the technical head with the prior authorisation of the health authority” as it is redundant given that in any case the health authority has to authorise it. Apart from this, we propose that this paragraph should apply to all facilities, not just drinking water facilities, so it should be repeated in each part or put at the beginning of Part B. 
We also propose to add the note of Standard UNE 100030: “If Legionella is detected, the operator or technical head shall assess whether to perform another sampling or carry out any additional preventive or corrective measure”. 
In the last paragraph, “in case of shock” should be replaced by “in the event of an outbreak”.
Comment: It must be borne in mind that the suggestion of a single tool for Legionella prevention and control has not been chosen and the two options (PPCL and PSL) have been retained. The proposal is therefore maintained for the purposes of the PPCL.
	By opting for a PSL, all actions considered appropriate to control the risk of the facility can be established

	REGION OF VALENCIA
Homogenise the tables, in the Legionella spp Count section, so that in all of them the first section appears as “Not detected”.
	In general, in all tables in the Annex, the threshold limits for the Legionella spp count will be:
Not detected or < 
> and < 
In the case of drinking water it shall comply with Directive (EU) 2020/2184. (upper threshold limit “<1,000”)
In this regard, it will have an impact on all tables of the RD draft.

	AUTONOMOUS REGION OF ANDALUSIA
The values given in the tables in paragraphs B.1 and B.2 should indicate the sign > instead of < i.e. the value should be set from 100, thus the value to be indicated thus being >100 to ≤ 1,000.
	

	Autonomous Region of Navarre
In general write better to make it clear where to turn in the results of the sampling performed. (From <100 to ≤ 1000.)
	

	AUTONOMOUS REGION: BALEARIC ISLANDS
The first legionella count tranche should be: Not detected to <100.
	

	AUTONOMOUS REGION OF CASTILLA-LA MANCHA
- In the various tables, we consider that it is not appropriate to indicate a lower limit in numerical terms (>100 CFU/L) but that this should be replaced by “presence”. Depending on the state of development there may be the presence of Legionella, which may be less than 100 CFU/L, but with the possibility of developing, so it is not appropriate to indicate as actions that the programme be maintained. The amount of Legionella at any given time may be merely circumstantial, the value depending on various things such as the presence of protozoa, cellular metabolism of bacteria, environmental stress, etc.
Since we understand that the mere “presence” is more than enough to require cleaning and disinfection treatment with subsequent re-sampling, it is estimated that there is a vacuum in all the tables, missing the row: “detection to <100 CFU/L”, with the involvement of the aforementioned cleaning and disinfection actions with subsequent sampling.
- The intervals of the count values of all tables should be expressed with the same criteria, even if the range of values is different.
	

	SESA (Spanish Society for Environmental Health)
Non-detection or <100
	

	PONTEVEDRA TERRITORIAL HEALTH DEPARTMENT (GALICIAN REGIONAL GOVERNMENT)
Table 2: the criteria are not clear, in the event of a sample of a legionella result giving more than 1,000 it seems that two of the action tables have to be applied simultaneously, and they are not completely compatible. There seems to be a lack of a criterion in the section corresponding to >1,000, possibly missing something like “if 30% or fewer of the samples exceed 1,000” to fit with the subsequent criterion of “If more than 30%...”
	

	AQUA AMBIENT
Legionella count: Intervals. 0 <100; >100 and < 1,000; >1,000
	

	AMBIQAI
Table 2. Legionella spp count CFU(*)/L <100 to 1,000
Is that correct? It is poorly expressed, since if it is less than 100 it will always be less than 1,000. There is a mistake in the symbols. Specify better. Induces error by eliminating the indications for results ≤100 CFU
	

	BIENDA
- Directive (EU) 2020/2184 on the quality of water intended for human consumption sets a limit of 1,000 CFU/L in distribution systems. We propose to amend Table 2 taking into account this Regulation. 
- The names “Non-detection” and “<100 to 1,000” do not cover all possible results and may lead to confusion and error. We propose to amend it to No detection to <100 
	

	Ambientalys Consultoría y Análisis SL
In general, the expressions “Not detected” or “No detection” should not be used in the tables without further explanation; they should be accompanied by ≥ the lowest value of the range immediately above. Example: Table 2. No detection or <100.
	

	LABAQUA, S.A.
The Drinking Water Directive (EU) 2020/2184, which is in the process of being transposed, allows as a parametric value in home distribution systems <1,000 CFU/L of Legionella. How will it be considered when taking the corrective measures in this Annex? According to this annex, with counts of 100 CFU/L, corrective action must be taken. 
Comment: The adoption of preventive measures at thresholds below <1,000 CFU/L does not conflict with the provisions of the Directive.

	Actions to be performed/threshold

	
	In order to make it possible to continue using more restrictive C&D procedures than those set out in Annex IV and bearing in mind the provisions of Article 7.2.b).2), delete in all tables in the Annex the references to the C&D procedure set out in Annex IV. This will allow the application of more restrictive C&D procedures than laid down in Annex IV and Annex IX.
	This proposal will be extended to all the tables in the Annex.

	a) If a small proportion of samples, fewer than 30%, are positive, taken simultaneously (same sampling) or a single sample is equal to or greater than 1,000: Review of the programmes, to identify the necessary corrective measures. Consider cleaning and disinfection of the pipe section and terminal points involved (Annex IV PART A). Take a new sample between 15 and 30 days after cleaning and disinfection. 

	REGION OF VALENCIA
Where it says: if a small proportion of samples, fewer than 30%, are positive, taken simultaneously (same sampling) or a single sample is greater than 1,000. New wording: if a small proportion of samples, fewer than or equal to 30%, are positive, taken simultaneously (same sampling) or a single sample is greater than 1,000.
	Taking into account the requirements of Directive (EU) 2020/2184 a sample would be considered positive when the count is > 1,000 CFU/L; the wording must be adjusted to that situation: 
“If a proportion of samples, fewer than or equal to 30%, are > 1,000 CFU/L positive, taken simultaneously (same sampling) or a single sample is equal to or greater than 1,000 CFU/L” 
(Note: 30% is maintained in line with the available literature.)

	INDESTYA, S.L. 
In Table 2 with the Legionella count there must be an error. I suppose what was meant was when more than 2 samples are >1,000 CFU/L (in the 100030 standard it is better expressed). 
	

	AUTONOMOUS REGION OF CASTILLA-LA MANCHA
a). If a small proportion of samples (>20%) are positive: Review of the programmes, to identify the necessary corrective measures. Consider cleaning and disinfection of the pipe section and terminal points involved (Annex IV). Take a new sample at 15 days between 15 and 30 days after cleaning and disinfection.
	

	DIPSALUT (Independent Public Health Body of Girona Provincial Council)
- We do not understand that in <30% if one sample is >1,000 it is considered (“meaning that C&D is required or not”) C&D of the pipe section only and then in the next paragraph is says that a single sample of >1,000 means C&D must be carried out of the whole system...  It does not make sense. - In the previous decree the difference between Annex 3B C&D and 3C C&D was clearer depending on the concentration of legionella detected (different application times and different concentrations). In this proposal it is not clear what difference in treatment there is if the concentration or proportion of points with positive sampling is higher.
	The possibility of taking several samples in a sampling and not penalising a count greater than the limit compared to the taking of a single sample is borne in mind. The fact that the only sample taken exceeds the limit entails the adoption of corrective measures.

	INDESTYA, S.L. 
In Table 2 with the Legionella count there must be an error. I suppose what was meant was when more than 2 samples are >1,000 CFU/L (in the 100030 standard it is better expressed). 
	It is not an error. It refers to one positive sample

	b) If more than 30% of samples are positive: Immediate review of the programmes to identify other corrective actions required. Disinfection of the system in accordance with PART A of Annex IV. Take a new sample 15-30 days after cleaning and disinfection. 

	
	Taking into account the requirements of Directive (EU) 2020/2184 a sample would be considered positive when the count is > 1,000 CFU/L. The wording should be adjusted to that situation.
	“b) If more than 30% of the samples are > 1,000 CFU/L: Immediate review of the programmes to identify other corrective actions required. Disinfection of the system. Take a new sample 15-30 days after cleaning and disinfection.

	Immediate review of the PPCL to identify corrective measures, including cleaning and disinfection of the system according to ANNEX IX PART A  New sampling 15-30 days after cleaning and disinfection. 
If more than 30% of the samples exceed 1,000: cleaning and disinfection in the event of shock according to Annex IX.

	REGION OF VALENCIA
Where it says: Immediate revision of the PPCL to identify corrective measures, including cleaning and disinfection of the system according to ANNEX IX PART A. 
New wording: Immediate revision of the PPCL to identify corrective measures, including cleaning and disinfection of the system according to ANNEX IV
	It is amended by deleting the reference to the Annexes.
If the reference to the Annexes is maintained, the treatment in Annex IX can only be applied in the cases set out in the articles (reported cases/outbreaks) and the introduction of the Annex states ‘In the absence of legionellosis...’.
Given the limit set in Directive (EU) 2020/2184, it is considered appropriate to delete the last paragraph in this threshold: “If more than 30% of the samples exceed 1,000: cleaning and disinfection in the event of shock according to Annex IX” 

	AUTONOMOUS REGION: BALEARIC ISLANDS
Immediate revision of the PPCL to identify corrective measures, including cleaning and disinfection of the system according to ANNEX IV. PART A New sampling 15-30 days after cleaning and disinfection.
If more than 30% of the samples exceed 1,000: cleaning and disinfection in case of shock according to Annex IX.
Justification: Annex IX refers to the shock disinfection section and would be the same as the action in the event of more than 30% exceeding 1,000 CFU.
	

	AUTONOMOUS REGION OF LA RIOJA
In >1,000 add - If possible stop facility and inform users
	This contribution is incorporated, with the words ‘if necessary’ instead of ‘if possible’.

	DIPSALUT (Independent Public Health Body of Girona Provincial Council)
What is the difference between the treatments in Annex IV Part A, Annex IX Part A and shock case according to Annex IX?
	

	Pall España, S.A.U.
- “The use of microbiological filters at the end point is suggested, while systemic actions are performed and satisfactory results in sampling are confirmed.  (DIRECTIVE (EU) 2020/2184 OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL of 16 December 2020 on the quality of water intended for human consumption states that the Legionella level must be maintained at <1,000 CFU/L)
It is suggested that in cases where the level of Legionella is greater than or equal to 10,000 CFU/100 ml, the use of water at that terminal point be restricted or point-of-use filters be used.
This measure is reflected in Germany’s 2015 Code of Good Practices. - Deutscher Verein des Gas- und Wasserfaches e. V. (DVGW) "Technische Regel - Arbeitsblatt W556 (A), Hygienic-microbial irregularities in drinking water facilities: methods and measures to remedy", DVGW, December 2015
	The provisions of the section on general aspects include the assessment of structural changes, which is why it is not considered necessary to include them in the table.

	CEHAT (Spanish Confederation of Hotels and Tourist Accommodations) / OTEA (Hotels and Tourism of Asturias) / HOSBEC (Hotel and Tourism Association of the Valencian Region) / LÉRIDA PROVINCIAL HOTEL & CATERING FEDERATION / ASHOTEL (Hotel & Restaurant Association of Tenerife, La Palma, Gomera and El Hierro)
We think that there are circumstances in which it is not necessary to clean the facility again, if the accessible parts are visually clean. Therefore, at the discretion of the technical head, it should be permissible to repeat disinfection without having to repeat the cleaning.
	In this sense regard it is reflected in the thresholds <1,000 CFU/L ("Consider C&D). for the threshold <that count, C&D is appropriate, especially bearing in mind the meaning of this threshold in Directive (EU) 2020/2184 which is being transposed.

	Note: when the results of the Legionella spp analysis are indeterminable, the water circuit must be reviewed to identify stagnant water points, anti-return valve operation, balancing valves, purges, etc. and the maintenance programme, and if necessary cleaning and disinfection must be carried out, including emptying tanks if any. Further sampling and determination of Legionella spp must be carried out until determinable results are obtained.

	AUTONOMOUS REGION OF NAVARRE
At the bottom- Remove the last paragraph.
	The reason why it is proposed to delete that note is not identified. From the health point of view it is considered appropriate to maintain it.

	SESA (Spanish Society for Environmental Health) / AQUA AMBIENT
- Note: when the results of the Legionella spp analysis are indeterminable, the water circuit should be reviewed to identify the reasons, checking possible stagnant water points, anti-return valve operation, balancing valves, purges, etc. and the maintenance programme, and if necessary cleaning and disinfection must be carried out, including emptying tanks if any. Further sampling and determination of Legionella spp must be carried out until determinable results are obtained. When Legionella cannot be determined due to excess bacterial flora, Legionella spp may be tested by other methods of analysis other than culture according to Annex III:B
Comment: Alternative methods to culture are not affected by excess bacterial flora, so on these occasions they are perfectly valid, without incurring more costs by the operator of the facility.
	As regards the first contribution, it is amended accordingly.
As regards the use of alternative methods: Bearing in mind that culture is the reference method, the highest percentage of samples correspond to samples taken from 15-30 days post C&D treatment, the existence of excessive bacterial flora and Legionella (at a lower rate than the former) tends to point to a possible defect in the process that has been carried out or the possible existence of a colony that the disinfectant has not reached properly. The corrective measure must be aimed at identifying the cause of such a circumstance in order to prevent the increase of Legionella and possible outbreak.
This comment also applies to contributions made in the same sense for the rest of the tables in the Annex.

	BIÓTICA, S.L
In the notes referring to indeterminable analyses of Legionella spp
“when the results of the Legionella spp analysis are indeterminable, the water circuit must be reviewed to identify the causes, review possible stagnant water points (...). When Legionella cannot be determined due to excess bacterial flora, Legionella spp can be tested by methods of analysis other than culture according to Annex III-Part B.” (Justification: The rate of inconclusive (indeterminable) results with the ISO11731 culture is sufficiently significant to consider alternative methods in the evaluation of the measures applied. There are alternative methods to culture that are not affected by excess bacterial flora, so on these occasions they are perfectly valid, without incurring more costs for the operator of the facility and taking corrective measures in time to mitigate the risk.)
	

	Laboplus (Group of Private Environmental Health and Food Safety Laboratories)
Note: when the results of the Legionella spp analysis are indeterminable due to their high number or to excessive contaminating flora, Legionella must...” (Justification: Clarification of the condition of indeterminable) 
	It is not considered necessary to include this contribution.
This comment also applies to contributions made in the same sense for the rest of the tables in the Annex.

	Miguel Sabriá Leal
 “Note: when the results of the Legionella spp analysis are indeterminable due to their high number or to excessive contaminating flora, Legionella must... "(Justification: Clarification of the condition of indeterminable) 
	

	INMA RODRIGUEZ MORA
The text speaks of the indeterminable result of analysis of legionella spp after Tables 2, 3, 4 and 5 of Annex V. 
I understand that this refers to the “inconclusive” results reported by laboratories when they have interfering flora that prevents a correct reading of the results. 
I think it would be more correct to use “inconclusive” as it is the term commonly used in the reports of accredited laboratories.  It must be considered that this result sometimes comes out because the laboratory has not chosen the correct option when carrying out the test because it did not consider the possibility of heavy contamination by interfering organisms. 
Comment: The abundance of bacterial flora versus a low rate of the bacterium to be investigated (Legionella) prevents determining the absence of Legionella, but also makes it impossible to count Legionella colonies with the necessary reliability. In these cases the count is indeterminable.
It is not the same thing as “inconclusive”, which may be due to reasons other than “contaminated samples” e.g. insufficient sample,...

	SESA (Spanish Society for Environmental Health)
- Include: Note 2. Indoor drinking water facilities in hospital areas dedicated to critical, immunodepressed or transplanted patients, etc. 100% of Legionella spp results must be negative
	This contribution is not adopted

	LABAQUA, S.A.
As regards the corrective measures to be taken, the following questions arise: 
- If 10 Legionella samples are taken in an establishment with drinking water facilities and only one sample is obtained with presence and a concentration of 2,000 CFU/L: What corrective actions will be taken according to Table 2? 
	With the proposed amendments:
Immediate revision of the PPCL to identify corrective measures, including cleaning and disinfection of the system. Take a new sample 15-30 days after cleaning and disinfection. 

	LABAQUA, S.A.
If several samples are taken in an establishment with drinking water facilities and all of them result in absence with detection limits greater than 100 CFU/L: How would one act according to Table 2? 
	The question cannot be answered because of the indication of “detection limits greater than 100 CFU/L” and the non-specific nature of the limits

	The measures described must be carried out without prejudice to any changes that may be ordered in this regard by the health authority, or by the technical head with the prior authorisation of the health authority, depending on the type or location of the points where Legionella spp has been detected.

	Autonomous Region of Catalonia
As regards the paragraph: “The measures described shall be carried out without prejudice to any changes that may ordered in this regard by the health authority, or by the technical head with the prior authorisation of the health authority, depending on the type or location of the points where Legionella spp has been detected”, we propose to delete “or by the technical head with the prior authorisation of the health authority” as it is redundant given that in any case the health authority has to authorise it. Apart from this, we propose that this paragraph should apply to all facilities, not just drinking water facilities, so it should be repeated in each part or put at the beginning of Part B. 
Comment: It is considered necessary to maintain both options, as it will depend on the level of Legionella obtained. 

	PART B.2. Cooling towers and evaporative condensers and similar systems

	Table 3. Actions for cooling towers and evaporative coolers based on analyses of Legionella spp (Transferred to Table 8 of Annex VIII)

	AUTONOMOUS REGION OF CATALONIA
In the name of the table to homogenise, it would be appropriate to change the words “evaporative coolers” to “evaporative condensers”, and we consider that humidifying plants should be added.
Comment: Including humidifying plants could lead to people to think that they have to be notified 

	SESA (Spanish Society for Environmental Health) / AQUA AMBIENT
PART B.2. Cooling towers, and evaporative condensers, humidifying plants and similar systems.
Table 3. Actions for cooling towers and evaporative coolers condensers, depending on Legionella spp analysis
	Following the criterion of unifying the headings developed in relation to the names set out in Annex I, we propose “Part B-2. Cooling towers and evaporative condensers” for both the section and the title of the table.
With regard to the non-inclusion of systems other than those referred to in the Annex, emphasis must be placed on the content of the paragraph referred to in the “general aspects” section of the Annex.

	Miguel Sabriá Leal
 “Actions for cooling towers, and evaporative coolers condensers and industrial humidifiers based on Legionella spp analyses” (We believe there is a typographical error, indicating “evaporative coolers” when it should say “evaporative condensers”. We also consider that this table should include “humidifying plants” because of their technical similarity to towers and condensers, listed in Part A of Annex I, whereas there is no indication in the periodicity and types of analytical controls for a PPCL.)
	

	Count thresholds for Legionella spp

	AUTONOMOUS REGION OF CATALONIA
 For the same reasons set out in Table 2, we propose deleting the first row indicating “Non-detection”, and in the second row where it says “<100 to 1,000” count, indicating “Detection to 1,000”. Row 1 “Non-detection” can be left as it is, but changing Row 2 as indicated. 
We note that the value of 1,000 is included in two rows, so we understand that it should be corrected as follows: where it says “>=1,000 <10,000” it should say “>1,000 <10,000”. This should also be changed in Table 5. 
With regard to the Actions column, we propose adding the requirement that the actions to be carried out be based on an assessment of the risk of the facility and the situation, for the same reasons as in Table 2. 
In the “>= 1.000 < 10,000” count, when it indicates the specific actions when 1,000 CFU is exceeded, we understand that where it says “Annex IV Part A” it should say “Annex IV Part B”.
	In general, in all tables in the Annex, the threshold limits for the Legionella spp count will be:
- Not detected or <; 
- > and < 
In this way, the counting thresholds would be:
Not detected or < 100
> 100 and <1,000
> 1,000 and <10,000
> 10,000 

	AUTONOMOUS REGION OF THE BALEARIC ISLANDS
The first legionella count tranche should be: Not detected to <100.
	

	SESA (Spanish Society for Environmental Health)
- Not detected or <100; - >100 to 1,000
	

	AUTONOMOUS REGION OF NAVARRE
≥ 1000 < 10000 
	

	REGION OF VALENCIA
Where it says: ≥1,000 <10,000. 
New wording: >1,000 <10,000.
	

	AQUA AMBIENT
Legionella count: Intervals. 0 <100; >100 and <1,000; >1,000; >1,000- <10,000 
	

	AUTONOMOUS REGION OF ASTURIAS
There is an overlap of ranges: on the one hand it says <1,000 and then >1,000.
	

	Ambientalys Consultoría y Análisis SL
Table 3 there is a duplication in the values of the established ranges. <100 to ≤1,000 and ≥1,000 <10,000. The =1,000 is repeated in both ranges.
	

	BIENDA
The names “Non-detection” and “<100 to 1,000” do not contain all possible results and may lead to confusion and error.  The latest revision of Standard UNE-EN ISO 11731:2017 for Legionella culture has managed to increase the recovery of the method for this type of sample, so that the same sample will generate higher results. We understand that ranges should be adapted to this situation.  We propose to modify the ranges in Table 3 to: 
- Not detected to ≤1,000/- >1,000 to ≤10,000/- >10,000 to ≤100,000/- >100,000 
	

	Actions to be performed/threshold

	-Review the action programme, and make appropriate corrections, considering cleaning and disinfection, in order to decrease the concentration of Legionella spp. Re-sampling at 15-30 days
-Cleaning and disinfection in accordance with Annex IV Part B
-Confirm the count after 15-30 days. 
· If this sample does not detect legionella spp, take a new sample after one month. If the result of the second sample is absence, continue with the planned maintenance.
· If in either of the above two samples:
·  Presence is detected, revise the maintenance programme and introduce the necessary structural reforms.
· If the count is more than 1,000 CFU/L, clean and disinfect in accordance with Annex IV Part A and take a new sample 15-30 days after cleaning and disinfection. 

	AUTONOMOUS REGION OF NAVARRE
Delete the phrase starting with:.“ considering cleaning and...”. 
	When the full paragraph is valued it is identified that in addition to the phrase “ considering C&D”, it would also be appropriate to delete “Re-sampling at 15-30 days”.
That paragraph would read as follows:
“Review the action programme, and make appropriate corrections in order to decrease the concentration of Legionella spp.
-Cleaning and disinfecting
-Confirm the count after 15-30 days. 
…/…”

	REGION OF VALENCIA
Where it says: Review the action programme, and make appropriate corrections, considering cleaning and disinfection, in order to decrease the concentration of Legionella spp. 
New wording: Review the action programme, and make appropriate corrections, reviewing the cleaning and disinfection procedure, in order to decrease the concentration of Legionella spp.
	

	SESA (Spanish Society for Environmental Health)
Cleaning and disinfection measures are established without specifying the protocol or annex to follow.
	The lack of indication of the procedure or annex under which the C&D is to be carried out is reflected in the new paragraph included in the general aspects of this Annex.  Due to the incorporation of that paragraph, it was considered appropriate to delete the specific references in the tables.
This comment also applies to the rest of the contributions made in the same sense for this annex.

	LABAQUA, S.A.
In cooling towers and evaporative condensers the frequency of Legionella sample taking is increased and the frequency of total aerobic organisms reduced: How to act in case of absence of Legionella and high aerobic organism counts? In addition, when the sampling of Legionella and aerobic organisms coincides, the aerobic organism result will be released before that of Legionella: Do we wait to have both results before taking corrective action?
	The plan must set out both the corrective measures to be taken against Legionella and the other parameters set out in the RD. Therefore, if the results for aerobic organisms come before those of Legionella, action must be taken in accordance with the relevant provisions of the treatment programme (continuous water treatment and cleaning and disinfection) without waiting for Legionella results and maintenance and servicing. 

	BARCELONA PUBLIC HEALTH AGENCY
Although a minimum frequency of aerobic analysis is set out in Table 7 of Annex VI, Annex V (corrective measures to mitigate risk) does not set out the aerobic count criteria on the basis of which any action should be taken or what action to take. For example, based on counts greater than 10,000 CFU/ml aerobic organisms, Legionella analysis must be carried out, the treatment programme reviewed, etc.
	The plan must set out both the corrective measures to be taken against Legionella and the other parameters set out in the RD.
It shall be the responsibility of the operator of the facility, with the advice of the technical head, to determine the additional corrective or verification measures to be taken in respect of that parameter.

	Comment:
	The expression “confirm count at 15-30 days” included in Tables 3, 4 and 5 was assessed and in order to avoid confusion about possible interpretations of the same.
	It is proposed to replace it with “Carry out a new sampling between 15 and 30 days after cleaning and disinfection”

	PART B.3. Heated water systems or systems with temperatures similar to those of heated water systems (≥ 24°C) and aerosolisation with constant agitation and/or recirculation through high-speed jets and/or air injection (spas, jacuzzis, hydromassage tubs pressure jet treatments, multi-purpose pool sections with this type of installation, with play facilities, water play areas, etc.)

	Table 4. Installations with water systems with constant agitation and recirculation and hydromassage depending on Legionella spp analysis (Transferred to table 9 of Annex VIII)

	Count thresholds for Legionella spp

	AUTONOMOUS REGION OF CATALONIA
For the same reasons set out in Table 2, we propose deleting the first row indicating “Non-detection”, and in the second row where it says “<100 to 1,000” count, indicating “Detection to 1,000”. Row 1 “Non-detection” can be left as it is, but changing Row 2 as indicated. 
	The proposal for thresholds for this type of facility is: 
Not detected or < 100
> 100 and <1,000
> 1,000

	AUTONOMOUS REGION OF VALENCIA / AUTONOMOUS REGION OF ASTURIAS / BARCELONA PUBLIC HEALTH AGENCY
AQUA AMBIENT/BIENDA
New wording: <100 and ≤1,000.
<100; >100 < 1,000.
“<100 CFU/L and ≤1,000 CFU/L” and also for consistency with the rest of Annex V.
Legionella count intervals. 0 <100; >100 and < 1,000; >1,000
We propose to amend it to No detection to <100 
	

	Actions to be performed/threshold

	AUTONOMOUS REGION OF CATALONIA
- Proposes adding the requirement that the actions to be carried out be based on an assessment of the risk of the facility and the situation, for the same reasons as in Table 2. 
- For the “<100 and <=1,000” counts where it says “Shock cleaning and disinfection (Annex IV part D)” we understand that it should say “cleaning and disinfection (Annex IV Part C)”.
Comment: See comment on the risk assessment issued for the proposal in Table 2

	AMBIQAI
What are the indications for the results between 0 and 100 CFU? Specify better. Induces error by eliminating the indications for results ≤100 CFU
	The proposal contained in the draft is in line with Article 12 and Annex I of RD 742/2013 of 27 September laying down the technical-health criteria for swimming pools.
In relation to the closure of the pool or tub, the swimming pools RD does not establish the closure of the pool or tub in the event of non-compliance. [The RD does not provide for the closure of the pool or tub (“Article12.3.b) Following routine and/or periodic checks when the conditions for closing the pool or tub referred to in Annex I are met.” Annex I in the column “Conditions for closing the pool or tub” does not establish for Legionella conditions for closing the pool or tub)]

	AUTONOMOUS REGION OF THE BALEARIC ISLANDS
 >100 and <1,000
If the sample shows the present of Legionella, review the maintenance programme and introduce the necessary structural reforms. Carry out a shock cleaning and disinfection (Annex IX Part D) and carry out a new sampling 15-30 days after cleaning and disinfection
Justification: Shock disinfection is requested and Annex IV does not refer to this.
	

	AUTONOMOUS REGION OF NAVARRE
In parts >100 ≥1,000 start with “Closure of the pool or tub”. 
	

	Laboplus (Group of Private Environmental Health and Food Safety Laboratories) / Miguel Sabriá Leal
 >100 and ≤1,000: “Close the pool or tub and stop the operation of the facility” (Justification: in accordance with Article 12.3.b of Royal Decree 742/2013 of 27 September laying down the technical-health criteria for swimming pools and the correction of errors of Royal Decree 742/2013, published on 12 November 2013, it is laid down in Annex I that, in case of suspicion or finding of non-compliance with the parametric value, the pool or tub shall be closed and corrective measures taken to ensure that there is no risk to the health of bathers. Therefore, if the value of Legionella spp is above 100 CFU, the pool or tub must be closed).
	

	PONTEVEDRA TERRITORIAL HEALTH DEPARTMENT (GALICIAN REGIONAL GOVERNMENT)
Table 4, paragraph >100 and <1,000, third paragraph, refers to shock cleaning and disinfection (Annex IV part D), however this paragraph does not refer to shock cleaning operations; the correct reference appears to be Annex IX, Part C.
	Shock treatment, based on Article 4 and Annex X, is restricted to situations in which cases or outbreaks are reported.

	AUTONOMOUS REGION OF NAVARRE
>1,000 start with “Closure of the pool or tub”.
	The draft RD includes “stop the operation of the facility”

	PART B.4. Other types of facilities
(Note: Table 5 becomes Annex VIII, Table 10.

	REGION OF VALENCIA
Complete the title of the table to define the facilities involved
Comment: The title is amended to mean that they are facilities other than those referred to in the other parts of the Annex.

	In the absence of cases of legionellosis, the presence of Legionella spp at a point in the facility entail the obligatory taking of the corrective actions set out in Table 5, as well as appropriate structural modifications

	
	Comment: This paragraph is not necessary as a result of the content of the new paragraph incorporated in the general aspect of the Annex. We propose that it be eliminated

	Count thresholds for Legionella spp

	Autonomous Region of Catalonia
For the same reasons set out in Table 2, we propose deleting the first row indicating “Non-detection”, and in the second row where it says “<100 to 1,000” count, indicating “Detection to 1,000”. Row 1 “Non-detection” can be left as it is, but changing Row 2 as indicated. 
	The proposal for thresholds for this type of facility is: 
Not detected or < 100
> 100 and <1,000
> 1,000 and <10,000

	AUTONOMOUS REGION OF THE BALEARIC ISLANDS
The first legionella count tranche should be: Not detected to <100.
	

	AUTONOMOUS REGION OF NAVARRE
Correction of signs:

>1,000 to ≤10,000

>10,000
	

	AUTONOMOUS REGION OF ASTURIAS
· It has an unspecified range between the 1st row, in the 1st column “”Legionella spp count... ‘: where it says Not Detected and the 2nd row that says >100 <:1,000. It should say: 1st row <100 and 2nd row > 100 < 1,000.
· In addition there is an overlap of ranges: on the one hand it says < 1,000 and then > 1,000.
	

	REGION OF VALENCIA
Where it says: >100 ≤1,000. 
New wording: <100 and ≤1,000. 
Where it says: ≥1,000 <10,000. 
New wording: >1,000 and <10,000. 
	

	AMBIQAI
What are the indications for the results between 0 and 100 CFU? Specify better. Induces error by eliminating the indications for results ≤100 CFU
	

	Ambientalys Consultoría y Análisis SL
Table 3 and 5: there is a duplication in the values of the established ranges. <100 to ≤1,000 and ≥1,000 <10,000. The =1,000 is repeated in both ranges.
	

	AQUA AMBIENT
Legionella count intervals. 0 <100; >100 and < 1,000; >1,000
	

	LABAQUA, S.A.
Count ranges overlap or do not include all possible results. For example, in Tables 3 and 5, the value 1,000 CFU/L may be in 2 ranges; or in Table 4 values below 100 CFU/L are not included
	

	BIENDA
The names “Non-detection” and “<100 to 1,000” do not contain all possible results and may lead to confusion and error.  We propose to amend it to No detection to <100 
	

	SESA (Spanish Society for Environmental Health)
- Non-detection or <100
- >100 to 1,000
	

	HEALTH AND ENVIRONMENT SECTION OF SEVILLE CITY COUNCIL.
For evaporative cooling devices using spraying by aerosol cooling elements (microclimates) the rules should be more restrictive in terms of the frequency of analyses, results and corrective measures to be carried out. Due to our experience and the temperatures we have in our city, we believe that they should be carried out, if they operate seasonally, with a monthly frequency for aerobic organisms and quarterly for Legionella and the corrective measures should be applied with values >1,000 Legionella.
Comment: The corrective measures that would be applied to this type of facility would correspond to Table 5, which entails the adoption of corrective measures with levels >100.

	Actions to be performed/threshold

	Autonomous Region of Catalonia
With regard to the Actions column, we propose adding the requirement that the actions to be carried out be based on an assessment of the risk of the facility and the situation, for the same reasons as in Table 2.
Comment: See comment on the risk assessment issued for the proposal in Table 2

	Other contributions
	
	

	LABAQUA, S.A.
Regular checks on total aerobic organisms have been included in the rest of the facilities: How to act in case of absence of Legionella and high aerobic counts? 
Comment: The measures set out in the PPCL must be adopted in relation to this situation parameter.

	Comment: 
	Comment: 


In relation to the time of sampling for the investigation of Legionella spp and the time limit for availability of the analytical results and in order to unify the criterion to be followed in the same: 
Differences are identified between
· Article 14.3: “(a) Shock cleaning and disinfection with re-sampling at 15 days”
· Article 14.5 “5. If structural reforms have been carried out, a cleaning and disinfection treatment and a new sampling shall be carried out between 15 and 30 days after the treatment is carried out,”
· Domestic hot water: “Legionella spp tests must be carried out 15-30 days after the procedure for cleaning and disinfecting the tanks” (Annex IV. Part A.1)
· Cooling towers and evaporative condensers:” 6. A determination shall always be made 15-30 days after the C&D or shock treatment has been performed" (Annex IV. Part B).
· Facilities with tank and water recirculation “3. Legionella spp shall be determined on samples from representative sites of the facility at least 15-30 days after the cleaning and disinfection treatment is carried out, preferably after 30 days.” (Part D)
· Corrective measures to mitigate risk (Annex V): “ 7. Legionella spp shall be checked 15 to 30 days after annual cleaning and disinfection” Indicating for all facilities "new sampling between 15 and 30 days” 
However, “Confirm the count at 15-30 days” is indicated in various sections.
· Part A Sampling programme (Annex VI) “4. For sampling to be representative, it must not be carried out before 15 days have passed since the carrying out a cleaning and disinfection treatment.”
It must be clarified and unified as regards the sampling and availability of the result of Legionella spp. 
Also, it must be in a single place, or at most retaining it in Annex V (corrective measures, Tables): The corresponding Annex VI (Sampling programme) and delete from the remainder.
The sampling is unified between 15-30 days after cleaning and disinfection or routine or shock water treatment of the facility.
Retain the reference in Article 14.5 and delete that in 14.3...
	Issuer of the contribution
	Contribution
	Comment

	ANNEX V. Sampling programme (Corresponds to Annex VI)

	In the title
	In line with the name in Article 7, it is proposed to name it: “Sampling programme”

	1. Water sampling and analysis programme: A set of actions aimed at monitoring the effectiveness of the tasks of health and hygiene maintenance, water treatment, possible cleaning and disinfection, and verification of physico-chemical, Legionella spp and microbiological quality of the water. For the latter point it must include the determination of the points to be sampled, periodicities, number and type of determinations to be performed, sampling and testing methods, water quality assessment criteria, etc. to minimise corrosion, scaling and the growth of Legionella spp in the facility.

	
	It is considered appropriate to refer to the programmes in accordance with the names of Article 7. And it is proposed to divide paragraph 1 into two different parts:
“It is the set of actions aimed at monitoring the effectiveness of the tasks of the maintenance and review programme of facilities and equipment and of the treatment programme (continuous water treatment and cleaning and disinfection of the facility) to minimise corrosion, scaling and the growth of Legionella spp in the facility.”
“It must include the identification determination of the points to be sampled, periodicities, number and type of determinations to be performed, sampling and testing schedule, water quality assessment criteria for the results, etc. to minimise corrosion, scaling and the growth of Legionella spp in the facility.”

	SESA (Spanish Society for Environmental Health)
1. Water sampling and analysis programme: A set of actions aimed at monitoring the effectiveness of the tasks of health and hygiene maintenance programmes, water treatment, possible cleaning and disinfection, and verification of physico-chemical, Legionella spp and microbiological quality of the water. For the latter point it must include the determination of the points to be sampled, periodicities, number and type of determinations to be made, sampling and testing methods, water quality assessment criteria, etc. To minimise the processes of corrosion, scaling and the growth of Legionella spp in the facility. Samples shall be distributed chronologically throughout the year.
Comment: Sampling intervals should be included in the programme, so that the number of samples is planned with a schedule with the forecast of the sampling dates. This would avoid the malpractice of establishments that take all samples in the same network of domestic hot water on a single day at a certain time and do not take more again throughout the year. If the RD does not indicate anything, it is very difficult to require them to be distributed over the year.
Comment: The indication made in the following paragraph concerning representativeness according to the objective of the sampling also includes the time distribution of the samples if this is relevant for the purpose of the sampling. 

	2. Sampling must be representative and include the different parts of the facility by reviewing the identified critical points and defining the number of points to be sampled, depending on the specific purpose of the sampling (routine, inspection, cleaning and disinfection checks).

	
	Comment: It is proposed where it says “critical points”  to replace this with “control points” (more typical of a PPCL).
Delete (routine, inspection, cleaning and disinfection check) do not correspond to an objective, rather to the application of a programme. They also overlap (for example, a routine sampling may aim to verify the quality of C&D,...)
Include in “function of the parameter to be performed”.
2. Sampling must be representative according to the specific objective of the sampling and include the different parts of the facility by reviewing the identified control points and defining the number of points to be sampled according to the analytical determinations to be performed.

	3. It must also be possible to carry out other analytical determinations in order to maintain an appropriate quality of water at the discretion of the technical head.

	
	Comment: From the revision of the wording of Part A. General aspects, it could be deduced that only Legionella spp has to be monitored when there are other parameters that demonstrate the effectiveness of the programmes constituting the PPCL. The following alternative wording is therefore proposed for this point.
3. Without prejudice to the parameters indicated in Tables 1 and 7, other determinations may be made which, in the opinion of the technical head, are considered useful in assessing water quality or the effectiveness of the maintenance and review programme.

	4. For sampling to be representative, it must not be carried out within 15 days of carrying out a cleaning and disinfection treatment.

	AUTONOMOUS REGION OF ASTURIAS
In some points it is noted that sampling must not be before 15 days, in others, between 15 days and 30 days and, in others, preferably after 30 days.
1 It would be appropriate to unify criteria and always say “between 15 days and 30 days”
	Amended as follows: “4. For sampling to be representative, samples for investigating Legionella spp shall be taken between 15 and 30 days after the scheduled or shock performance of a cleaning and disinfection treatment of the facility.”
In turn, it remains as a general reference, except as indicated in Article 14.5 and Annex V. 

	DIPSALUT (Independent Public Health Body of Girona Provincial Council)
Legionella control shall be performed 15-30 days after C&D, in other sections it says minimum and preferably more than 30 days. Unify criterion.
	

	5. Water from different points of a facility cannot be mixed in the same bottle and sample.

	Comment: Without prejudice to this point’s being included in the Annex on sampling (VII) in view of its nature, given its importance it is proposed to keep it in this Annex. It is proposed that where it says “bottle” it should say “recipient” in accordance with Annex VII
Where it says “...the same bottle” we propose “...the same recipient.”
It is proposed to delete it because it is already included in Annex VII (sampling)
6. The sampling frequency and sampling points shall be those set out in the PPCL sampling programme and at least those provided in this Annex. The sampling points designated in the sampling programme shall be representative of the facility.

	PART B. Designation of sampling points

	PART B.1. Indoor drinking water installations
	PART B.1. Drinking water system 

	1. In facilities with a closed-loop water system, a diagnosis of the facility must be carried out, making as many determinations as necessary depending on the number of terminal points.

	Comment: Bearing in mind the contributions to the previous annexes and the sequence set out in Article 7, we have decided to modify this paragraph in the sense of the wording of the previous paragraph.
‘In the case of facilities with a closed-loop water system, sampling shall be carried out on the basis of the terminal points, hot water accumulators and cold water tanks representative of the facility identified as sampling points.’

	2. The number of sampling points in hospitals, hotels and geriatric residences shall be based on the hot water and cold water terminals and accumulators in the facility and shall be calculated as shown in Table 6.

	Autonomous Region of Catalonia
It proposes to delete the reference to hospitals, hotels and geriatric residences, so that it is generally applied to any type of facility.
	Not appropriate

	SESA (Spanish Society for Environmental Health) / AQUA AMBIENT
The number of sampling points in hospitals, hotels, schools, sports facilities; and geriatric residences shall be based on the terminal points and accumulators of hot water and cold water in the facility and shall be calculated as shown in Table 6:
Comment: The same facilities identified by WHO are considered to be priority facilities. They must be incorporated to match the paragraph below the table.
Comment: In connection with this proposal and bearing in mind what is reflected in the subsequent paragraph of the text of the draft DR, the following wording is proposed:
“The number of sampling points in collective use facilities (hospitals, hotels, schools, sports facilities, geriatric residences, etc.) will be based on hot water terminals and accumulators and deposits of cold water that the facility has. For terminal points the number of sampling points; shall be calculated as shown in Table 6.
In this type of facility along the RD the “cold water accumulators” have been identified as “tanks”. For this reason, it is proposed to retain that name. 

	Table 6. Sampling points, modifiable according to the risk of the facility

	
	Comment: To the title and header(Control points): It is proposed to draft them in accordance with the same terminology as in the previous paragraph.
	The following amendments are proposed:
Table 6. Sampling terminal points in collective use facilities sample, modifiable according to facility watering
- Points of sampling control

	BARCELONA PUBLIC HEALTH AGENCY
Change the title of Table 6: “Sampling points minimum at terminal points in hospitals, hotels and geriatric residences, modifiable for facility risk.”
	

	JUAN MANUEL GIL RODRÍGUEZ
For "Table 6. Sampling points, modifiable according to the irrigation of the facility" should say risk
	

	AUTONOMOUS REGION OF NAVARRE
Comment: With the proposed amendment in the title of the table and in the paragraph that mentions it, it is clarified that Table 6 applies only to terminal points. In turn, the first paragraph of this Part expressly indicates cold water tanks and that they be taken into account when establishing the sampling programme.

	For installations in accommodation facilities (hotels, hospitals, nursing homes and sports facilities for public use, etc.) the number of terminal points shall be equal to the number of wet rooms.

	Comment: The express reference to wet rooms is deleted

	Autonomous Region of Catalonia
Proposes to delete the sentence: “For installations in accommodation facilities (hotels, hospitals, nursing homes and sports facilities for public use, etc.) the number of terminal points shall be equal to the number of wet rooms.”
	It is proposed to delete this paragraph as it may not respect the principle of representativeness, depending on the terminal points not located in the wet room.

	REGION OF VALENCIA
Where it says: For installations in accommodation facilities (hotels, hospitals, nursing homes and sports facilities for public use, etc.) the number of terminal points shall be equal to the number of wet rooms. 
New wording: For installations in accommodation facilities (hotels, hospitals, nursing homes, etc.) the number of terminal points shall be equal to the number of wet rooms.
	

	SESA (Spanish Society for Environmental Health) / AQUA AMBIENT
For installations in accommodation facilities (hotels, schools, hospitals, nursing homes and sports facilities for public use, etc.) the number of terminal points shall be equal to the number of wet rooms. (Justification: the same facilities identified by WHO as priority premises)
	

	Laboplus (Group of Private Environmental Health and Food Safety Laboratories) / Miguel Sabriá Leal
For installations in accommodation facilities (hotels, hospitals, nursing homes, serviced apartments, cruise ships and sports facilities for public use, etc.) the number of terminal points shall be equal to the number of wet rooms. 
For buildings where the wet room is used by more than two users at the same time and where they are common services for all users (sports facilities, camp sites, prisons, schools, etc.) the number of sampling points shall be calculated on the basis of the total number of terminal points in accordance with Table 6. (Justification: In sports facilities, camp sites, prisons, schools, etc. where there is a common area of taps and showers for users’ service, the definition of a single wet room per area cannot be used, as sampling would not be representative of the number of points and possible users.)
	

	PONTEVEDRA TERRITORIAL HEALTH DEPARTMENT (GALICIAN REGIONAL GOVERNMENT)
The wording seems confused (the equivalence between wet rooms and terminal points). We propose changing it to read: “For installations in accommodation facilities (hotels, hospitals, nursing homes and sports facilities for public use, etc.) instead of the number of terminal points the number of wet rooms shall be used.”
	

	DIPSALUT (Independent Public Health Body of Girona Provincial Council)
In Table 6 are all the end points of a communal changing room in a sports hall for example counted as end points? (in other words one wet room = one changing room)
	

	BARCELONA PUBLIC HEALTH AGENCY
If in installations such as in accommodation (hotels, hospitals, nursing homes, etc.) the number of terminal points has to be equal to the number of “wet rooms”, another table should be included in addition to table 6 to serve as a reference in the sampling calculation since we consider that for example four samples of domestic hot water and two samples of cold water in a hospital with 51 to 100 rooms is very insufficient. In addition, the wording after Table 6 may lead to confusion as to whether the samples in Table 6 refer only to terminal points or to all points (including accumulators and return).
Proposal: Delete the sentence For installations in accommodation facilities (hotels, hospitals, nursing homes and sports facilities for public use, etc.) the number of terminal points shall be equal to the number of wet rooms, or include a table to calculate the number of terminal points taking into account wet rooms.
	

	DIPSALUT (Independent Public Health Body of Girona Provincial Council)
Table 6. It does not cover the number of domestic hot or cold water accumulator tanks. In the case of a facility with multiple separate domestic hot water tanks (i.e. with different hot water circuits) it should be clear that samples must be taken from each domestic water circuit.
Comment: The identification of a single circuit in the plan of a facility with several hot water circuits would call into question the representativeness of that circuit in relation to the facility. The principle of representativeness of the sampling point is set out in point 2 of general aspects of the Annex and specifically in the second paragraph.

	For each sampling, water shall be collected from at least the next four points of the facility, which must not be mixed, taking into account that it must be increased in proportion to the size and risk of the facility. These points shall be at least:
a) a point in the accumulator,
b) a point in the closed-loop water system, the furthest point, or in the recirculation zone,
c) two midpoints of the facility.

	Pontevedra Territorial Health Department (Galician Regional Government)
Table 6 and the following criteria: after this table, it is established as a principle that water must be taken from at least four points in the facility (it does not differentiate between hot and cold, but from the description of the points it would seem to refer only to hot water). However, this principle contradicts those of Table 6, where the numbers are smaller for each facility separately. With this wording it is not clear how it applies.
Comment: The general mandate is representativeness and covering all the various parts of the facility. The paragraph establishes a minimum. This implies that the terminal points to be designated must be representative of both the cold water and hot water circuits.

	AMBIQAI
What happens in facilities with ≤50 rooms with a domestic cold water accumulator tank? Would one have to take just one sample, or from the accumulator tank and the terminal point? Better to specify all cases
Comment: In this case, the minimum to be set in the sampling plan corresponds to: tank and terminal points (number set in Table 6) and, where applicable, the cold water closed-loop system.

	AUTONOMOUS REGION OF CATALONIA
We propose that the following minimum sampling points be indicated as mandatory: one in the accumulator tank and one in the closed-loop water system, at the furthest point or in the recirculation zone, while also taking account of Table 6 for the intermediate points.
	It is amended and, in turn, for clarity, it is proposed to include terminal points and move this paragraph to the third place of the Part.
It would thus read: “3. For each sampling, a sample of water shall be collected from at least the following points of the facility, which shall not be mixed, taking into account that it shall be increased according to the size and characteristics of the facility:
a) A point in the tank.
b) A point in the accumulator.
c) A point in the closed-loop water system.
d) Two midpoints of the facility.
e) Each of the identified terminal points.

	AQUA AMBIENT
For each sampling of all installations, water shall be collected from at least the next four points of the facility, which must not be mixed, taking into account that it must be increased in proportion to the size and risk of the facility. These points shall be at least: (Justification: It is not clear whether it is in the sampling of hotels, hospitals, nursing homes or in all facilities...should be clarified)
	

	SESA (SPANISH SOCIETY FOR ENVIRONMENTAL HEALTH)
For each sampling of all installations, water shall be collected from at least the next four points of the facility, which must not be mixed, taking into account that it must be increased in proportion to the size and risk of the facility. These points shall be at least:
a) a point in the accumulator,
b) a point in the closed-loop water system, the furthest point, or in the recirculation zone,
two midpoints of the facility
(Justification: It is not clear whether it is in the sampling of hotels, hospitals, residences or in all facilities. It should be clarified.
Does the term recirculation zone mean the recirculation circuit?
It is considered essential that, as established in Standard UNE 100030:2017, it is considered mandatory for to always take a sample of the return. This is the most important sampling point of a domestic hot water facility and provides an overview of the degree of Legionella contamination of it. It also allows the monitoring of the contamination of the facility over time, providing the Technical Director with an overall value of the effects of the interventions on the whole facility. If, as drafted, you can choose to sample the farthest point, the result of the take will only offer a local value of the pollution that terminal point. The inclusion of this sampling point is always supported by Ditommaso S et cols, 2010 (Am J Infect Control), in which the author establishes among her conclusions, after a 10-year study in 41 hospitals in the Piedmont region, that hospitals could safely adopt as a more efficient environmental sampling policy monitoring of the whole domestic hot water system through recirculation circuit water sampling.
	

	BARCELONA PUBLIC HEALTH AGENCY
If in installations such as in accommodation (hotels, hospitals, nursing homes, etc.) the number of terminal points has to be equal to the number of “wet rooms”, another table should be included in addition to table 6 to serve as a reference in the sampling calculation since we consider that for example four samples of domestic hot water and two samples of cold water in a hospital with 51 to 100 rooms is very insufficient. In addition, the wording after Table 6 may lead to confusion as to whether the samples in Table 6 refer only to terminal points or to all points (including accumulators and return).
Proposal:
a) The paragraph "In each sampling, water shall be collected from at least the next 4 points of the facility...” should be before Table 6. 
	

	DIPSALUT (Independent Public Health Body of Girona Provincial Council)
Point a): It does not specify whether the water sample must be from the lower purge of the accumulator or the upper purge (if both exist and one can choose which to sample).
Comment: It will be the responsibility of the operator of the facility, with or without prior advice from the technical head, the manufacturer, the maintenance officer, etc., to determine which of the two purges is the more representative in that model of accumulator tank. It may even be decided to sample both.

	PART B.2. Cooling towers and evaporative condensers and similar systems

	2. Samples shall be taken from at least one of the following points in order of preference:
a) In the closed-loop water system.
b) in the tank or water basin, at the furthest point from the intake and injection of biocidal product.

	Autonomous Region of Catalonia
“b)” must be added before the phrase “In the tank or water basin...”
	In line with the names given in the sampling for the sampling points identified in Annex VII for this type of facility, the following amendments are proposed: Return circuit pipe / Water basin, at the point....
2. Samples shall be taken from at least one of the following points in order of preference:
a) In the pipe of the closed-loop water system.
b) in the tank or water basin, at the furthest point from the intake and injection of biocidal product.

	AUTONOMOUS REGION OF NAVARRE / AUTONOMOUS REGION OF ASTURIAS / BARCELONA PUBLIC HEALTH AGENCY / SESA
Proposal to amend the wording to improve understanding:
2. Samples shall be taken from at least one of the following points in order of preference:
a) In the closed-loop water system.
b) In the tank or water basin, at the furthest point from the supply and injection of biocidal product
	

	BIENDA
Taking into account the recirculating flows of a cooling tower or evaporative condenser (hundreds of times the volume of the circuit in one hour) the water from the basin and recirculation is physically equal (the temperature is slightly different in the case of cooling towers). 
We propose to remove the closed-loop water system point as a sampling point. The collection of the sample in a basin is actually better because it allows to areas with little movement or with sediment to be evaluated. 
	

	3. If taken with a sampling device, the water must be allowed to run to remove the first discharge.

	BARCELONA PUBLIC HEALTH AGENCY
The sentence “3. If taken with a sampling device, the water must be allowed to run to remove the first discharge” should go in PART E. Sampling procedure depending on the type of facility. PART E.2. Cooling towers and evaporative condensers in Annex VII. Protocol for the taking and transport of water samples.
	It is moved to Annex VII on the basis of the contributions received.

	SESA (Spanish Society for Environmental Health) / AQUA AMBIENT
3. If taken with a sampling device, the water must be allowed to run to remove the first discharge of water.
	

	PART B.3. Heated water systems or systems with temperatures similar to those of heated water systems (≥ 24°C) and aerosolisation with or without agitation and with or without recirculation through high-speed jets or air injection, multi-purpose pool sections with this type of installation, with play facilities, water play areas, water mushrooms, water curtains and waterfalls, etc., among others.

	The water sampling points shall be representative of each pool or tub and of the circuit. For each sampling, water must be taken from at least two points in the facility, taking into account that this must be increased in proportion to the size and risk of the facility. These points shall be at least:

	Autonomous Region of Catalonia
Proposes to specify sampling, distinguishing the case of tubs with recirculation and without recirculation, as follows: 
- Tubs with recirculation: we would maintain the provisions of the draft, but we would add that a representative number of samples of the aerosolisation elements must also be sampled, for which the principle established for domestic hot water to calculate the minimum number of samples to be taken may be taken into account. 
- Tubs without recirculation: a sample from the tub, for which in the case of a facility with several tubs account may be taken of the principle established in the following table (which is that established in Table F4 of Standard UNE 100030, which we believe it is important to include as it is very indicative and useful): 
Table X. Example of calculation of the number of samples per single-use tub
Number of tubs
Minimum number of samples
1 or 2 
1
3-6
2
7-12
3
13-20
4
21-30
5
31-42
6
43-56
7
57-72
8
73-90
9
91-100
10
In point (a) of this paragraph, we propose to replace “should” with “must”.
	Amended text

	AUTONOMOUS REGION OF NAVARRE
- Delete “At least in every...at least”. Replace the deleted with “which may be taken at:” Reason: Samples deemed necessary (not necessarily 2 per facility) shall be taken from the points indicated as representative.
- a):  Change “accumulator” to “balancing tank”. a) a point in the balancing tank...
	Amended

	REGION OF VALENCIA
Where it says: The water sampling points shall be representative of each pool or tub and of the circuit. For each sampling, water must be taken from at least two points in the facility, taking into account that this must be increased in proportion to the size and risk of the facility. 
New wording: The water sampling points shall be representative of each pool or tub and of the circuit. At least for each sampling water shall be collected from these 2 points in the facility, taking into account that this shall be increased according to the size and risk of the facility.
	

	SESA (Spanish Society for Environmental Health)
The water sampling points shall be representative of each pool or tub and of the circuit. At least for each sampling water shall be collected at least from 1 of the 2 sampling points in the facility, taking into account that this shall be increased according to the size and risk of the facility. These points will preferably be at:
a) In the accumulator.
b) In the return.
c) In the pool or tub itself.
Comment: It cannot be understood as currently drafted. It says 2/points/every month in each sampling. At 3 different sites, there would be 6 samples per month in each tub. What R.D. 742/2013 establishes is that there are 2 sampling points, one in the pool or tub and the other in the circuit and they are to be sampled alternately (1/month), not both points every month.
	Amended

	BARCELONA PUBLIC HEALTH AGENCY
Heated water systems with aerosolisation and pools or tubs do not usually have water accumulators as they are usually heated by plate exchangers or electrical resistors. In addition, the size of the circuit is relatively well defined and there are usually no significant differences in water quality at different sampling points, and we consider that establishing a minimum of one sample per pool or tub and circuit is sufficient. 
Proposed wording:
The water sampling points shall be representative of each pool or tub and of the circuit. At least for each sampling water shall be collected from at least 1 point in the facility, taking into account that it shall be increased according to the size and risk of the facility. These points shall be at least one point in the pool or tub itself.
	Amended

	CEHAT (Spanish Confederation of Hotels and Tourist Accommodations); OTEA (Hotels and Tourism of Asturias) / HOSBEC (Hotel and Tourism Association of the Valencian Region) / LÉRIDA PROVINCIAL HOTEL & CATERING FEDERATION / ASHOTEL (Hotel & Restaurant Association of Tenerife, La Palma, Gomera and El Hierro)
We find it excessive and unjustified to have to take double samples of water in this type of facility, when this aspect was already dealt with and resolved in the current swimming pool regulation for this type of facility, it being clearly defined that sampling should only be done at one point of the facility itself, to be determined by the person responsible for the facility. The relevant FAQ section on the website of the Ministry of Health states literally:
“The sampling point as referred to in Article 11.4 of Royal Decree 742/2013 may be either the sampling point in the circuit, or in the pool or tub, or at any other representative point of the pool or tub [and] of the circuit. In principle, the choice of one or other sampling point will be at the discretion of the person responsible for the facility, taking into account the characteristics of the plant, unless the competent health authority in exercise of its powers decides otherwise.”
	Amended

	Regardless of whether the water is heated artificially or by sunlight, all facilities with water systems with constant agitation and recirculation in which the water temperature reaches >25°C shall perform Legionella spp analysis with the following frequency.

	Autonomous Region of the Balearic Islands
Amend: Regardless of whether the water is heated artificially or by sunlight, all facilities with water systems with constant agitation and recirculation in which the water temperature reaches >24°C shall perform Legionella spp analysis.
Note: Although it says amendment, it could refer to “Water sampling points will be representative of each pool or tub and of the circuit. For each sampling, water must be taken from at least two points in the facility, taking into account that this must be increased in proportion to the size and risk of the facility. Regardless of whether the water is heated artificially or by sunlight, all facilities with water systems with constant agitation and recirculation in which the water temperature reaches >24°C shall perform Legionella spp analysis. These points shall be, at least:”
	It is proposed that it be deleted.

	Autonomous Region of Navarre
Change: “>25°C” to “>24°C”
	

	AELI (Spanish Association of Independent Laboratories), EUROLAB-España (Spanish Association of Test, Calibration and Analysis Laboratories) and FELAB (Association of Test, Calibration and Analysis Entities) 
“Regardless of whether the water is heated artificially.... reaches >24°C and have systems that produce aerosolisation shall perform Legionella spp analysis.
Justification:  Error: 25°C, as opposed to the correct ≥24°C indicated in both Annex III 1 Part C and 2.Table 1 row 3. and reflected in Annex V Part B.3. and Annex VII PART E.3. and Annex IX Part C. In addition, AEROSOLISATION is NOT taken into account
	

	Comment:
Having assessed the content of this point, and bearing in mind the name of this part “PART B.3. Heated water systems or system with water at temperatures similar to those of heated systems (≥24°C)...” It would not be considered necessary to maintain the indication of temperature, since the paragraph would apply to all those with constant agitation and recirculation 
Apart from this, it is not essential to indicate “shall perform Legionella spp analysis with the following frequency” any more than it is for the other types of facility. (It derives from the indication in Part A. General aspects).
	

	Comment: As has been done in Annexes VII and VIII, it is proposed that a part B.4 be inserted to read as follows: 
“PART B.4. Other facilities: 
For the determination of sampling points in facilities covered by this Royal Decree and not covered by Parts B.1, B.2 and B.3 of this Annex, the procedures laid down in those facilities according to the technical similarity of the facility to be sampled shall be used as a reference.’

	PART C. Frequency of water sampling in the facility

	General

	CEHAT (Spanish Confederation of Hotels and Tourist Accommodations) / OTEA (Hotels and Tourism of Asturias) / HOSBEC (Hotel and Tourism Association of the Valencian Region) / LÉRIDA PROVINCIAL HOTEL & CATERING FEDERATION / ASHOTEL (Hotel & Restaurant Association of Tenerife, La Palma, Gomera and El Hierro)
- We consider the proposed increase in Legionella sampling frequency in drinking water, which is four times higher than the current plan, unacceptable. On the one hand, it contravenes the current approach to risk prevention based on systems of continuous surveillance of critical points, establishing analytics as a verification tool for the system and not for controlling it. A facility control based on analytical results may lead to a loss of focus on the real prevention which is monitoring and control of critical points.
- In addition, we cannot overlook the economic impact of this measure on the running of tourist accommodation. According to our calculations, it will entail an increase of €750 in the average annual cost for each establishment under this head alone (calculation for an average hotel of 80/100 rooms, open all year round). All this without counting situations that require re-sampling (positive results...).
Our proposal is to maintain the sampling frequency linked to the cleaning and disinfection tasks of the facility as laid down in the current regulations.
	By opting for a PSA, all actions considered appropriate to control the risk of the facility can be established

	FEDERATION OF MUNICIPALITIES OF CATALONIA
In very small facilities and with few terminal points, it would be necessary to specify the type of sampling to be carried out and how many control points.
A quarterly sampling rate for small facilities (small accumulator + terminal point) is also considered unnecessary and a single annual sampling is proposed.
	By opting for a PSA, all actions considered appropriate to control the risk of the facility can be established

	PONTEVEDRA TERRITORIAL HEALTH DEPARTMENT (GALICIAN REGIONAL GOVERNMENT)
part C: possibly, some criterion should be added to be able to reduce sampling of some parameters, especially those directly related to the nature of the facilities, the source of the water, or the area of the country. Related to this reduction of sampling: there are areas in the country with lower temperatures throughout the year and they appear to have less problem with the spread of legionella, which could also be reflected in this section, or included in the criteria for reduction. Similarly, iron, which is very scarce in water in some parts of the country, and given that most facilities no longer contain iron (plastic pipes are becoming more generalised), although frequent analyses are required, they cannot be expected to reflect problems, and there is no possibility of reducing them. In most establishments the levels of pH, temperature, turbidity, disinfectant, or iron in cold water depend directly on the source of the water, which is usually controlled by the supplier, so it does not seem appropriate to require this (very strict) control by the establishments.
	By opting for a PSA, all actions considered appropriate to control the risk of the facility can be established

	Table 7. Minimum sampling frequency

	In the title

	REGION OF VALENCIA
Complete the title of the table to define the facilities involved
Comment: This table concerns all the facilities listed in the different rows of its first column.

	In the header of the table

	AUTONOMOUS REGION OF MURCIA
Delete
 Aerobic organisms at 22ºC (CFU/ml)
	Accepted.

	AQUA AMBIENT
Aerobic organisms at 22ºC (CFU/ml), Total iron (μg/L) Justification for amendment to aerobic organism header: 22°C cannot be made to apply to all facilities. Each facility should be indicated at the temperature closest to 22°C or 36°C of its water circuit so that the values are representative of the facility
	Accepted.

	Miguel Sabriá Leal
Aerobic organisms at 22ºC CFU/ml); Total iron (μg mg/L)
	Accepted.

	SESA (Spanish Society for Environmental Health)
Aerobic organisms at 22ºC (CFU/ml)
	Accepted.

	BIENDA

Total iron
	Accepted.

	General

	Volume of sampling programme

	- PONTEVEDRA REGIONAL HEALTH DEPARTMENT (GALICIAN REGIONAL GOVERNMENT): some of the frequencies of analysis do not seem justified by what we have seen for years in the inspections. The most exaggerated is in the drinking water facilities, where quarterly analyses of legionella, aerobic organisms and iron, and weekly checks for turbidity and continuous daily checks on biocidal products are required... many establishments depend directly on public mains supply, so such frequent measurements of biocidal products or turbidity do not seem justified. Depending on the characteristics of indoor facilities, iron may also be exaggerated (plastic pipes are becoming more generalised). Establishments have been inspected for years without any problems with legionella, and multiplying the analyses (even more than fourfold, taking into account the new criteria on the number of samples) is far from being a justifiable use of resources (and cost) on the basis of the history. A smaller number should be left, the route for a reduction should be given, or a lower minimum should be given and it should be stated that it must be justified in the PPCL (or the PSL) if special checks on turbidity, iron, legionella or aerobic organisms have to be carried out, depending on the characteristics of the facility, and the judgement of the health authority.
	By opting for a PSA, all actions considered appropriate to control the risk of the facility can be established

	- Angela Casero Gonzalez: The minimum sampling frequency in indoor drinking water facilities, is high - we go from one a year to four. There are small facilities that cannot maintain it and of course, realistically, they cannot install a biocidal product detector with continuous daily reading, when in addition the water is normally from the mains.
	By opting for a PSA, all actions considered appropriate to control the risk of the facility can be established

	Entity taking the sample

	LEGIOPREV, S.A. Must all these samples be taken by a laboratory or accredited entity? Can the operator perform any of the physico-chemical checks?
	Amended

	Ratio of aerobic organisms to Legionella bacteria

	AUTONOMOUS REGION OF LA RIOJA
If the monthly Legionella sampling is maintained, it makes no sense to leave the aerobic organisms as quarterly, since they are usually analysed together. Then our proposal is to change the frequency of aerobic organisms also to monthly.
	By opting for a PSA, all actions considered appropriate to control the risk of the facility can be established

	BARCELONA PUBLIC HEALTH AGENCY
The levels of aerobic organisms are indicative of the presence of legionella, but they are not as specific as the analysis of legionella, so we propose that the analyses of legionella be alternated with those of aerobic organisms and therefore the two parameters are not analysed in the same sample. Proposed wording to supplement Table 7, after the phrase “In the case of pH, temperature and...”:
· Legionella and aerobic analyses shall be carried out on different samplings over time, with the aim of aerobic organisms being indicative of the legionella analysis in the absence of this parameter.
A minimum frequency of aerobic analysis shall not be required if a higher frequency of legionella analysis is established than that set out in the table.
	By opting for a PSA, all actions considered appropriate to control the risk of the facility can be established

	DIPSALUT (Independent Public Health Body of Girona Provincial Council)
Why do aerobic organisms have to be analysed at 22°C if there is no correlation between the presence of Legionella in the facilities and the presence of aerobic organisms at 22°C? If the control of aerobic organisms at 22°C is impose, should this not be to reduce the number of legionella analyses?
	Amended

	SAMNOR
Table 7, Minimum sampling frequency, establishes that for domestic water facilities (hot and cold), 
samples must be collected for legionella spp and aerobic organisms at least QUARTERLY. 
It seems to us totally DISPROPORTIONATE to sample for legionella and aerobic organisms every quarter while on the other hand insisting on annual general cleaning and disinfection of the entire facility. Taking into account the different types of facilities, frequencies, minimum number of samples, etc., applying this in general means increasing FOURFOLD the annual number of samples to be taken. We consider that, in general, the frequency of sampling should be proportional to the frequency of treatments to be carried out throughout the year (except for those facilities which, because of their particularities, are considered sensitive: hotels, hospitals, nursing homes, spas, etc.) 
We must emphasise the IMPORTANCE of increasing the frequency of the general cleaning and disinfection treatments of the entire facility, which are still carried out today with a minimum ANNUAL frequency, because during the development of the facilities a general and complete review of the facilities is carried out, which gives us information in real time on the state of conservation, cleaning and safety of the facilities as well as the likely future trend and level of risk. 
Apart from this, we do not understand the general obligation to count aerobic organisms at 22ºC at least once a quarter for this type of facility, when what we are really looking for is the presence or otherwise of Legionella spp.
	By opting for a PSA, all actions considered appropriate to control the risk of the facility can be established

	Iron, pH and biocidal product

	CEHAT (Spanish Confederation of Hotels and Tourist Accommodations); OTEA (Hotels and Tourism of Asturias) / HOSBEC (Hotel and Tourism Association of the Valencian Region) / LÉRIDA PROVINCIAL HOTEL & CATERING FEDERATION / ASHOTEL (Hotel & Restaurant Association of Tenerife, La Palma, Gomera and El Hierro)
The iron parameter, as well as those of pH and biocidal product, must be associated with the risk of each facility, and not imposed as generalised requirements.
	By opting for a PSA, all actions considered appropriate to control the risk of the facility can be established

	pH.

	- Region of Murcia: pH (is the activity depends on biocide). (The pH measurement only makes sense if the activity of the biocidal product used depends on a pH range.).
- DIPSALUT (Independent Public Health Body of Girona Provincial Council) Must pH be controlled daily if it is not necessary to add pH regulation products?
JUAN MANUEL GIL RODRÍGUEZ: pH is not determinant when biocidal products are used that are not dependent on it. It is determinant however when chlorine or similar is used. Clarification should be made, as the Inspectorate will force the PH to be measured at the intervals set out in the table regardless of the biocidal product we use (although you indicate that it is not necessary in a PPCL). The inspection follows the rule literally, even if the rule does not make sense.
	Amended

	Turbidity 

	- LEGIOPREV, S.A. If the turbidity level remains within the values, the weekly turbidity control requested in Table 7 should not be necessary. 
There are a large number of indoor drinking water facilities that do not have accumulation tanks. If the Royal Decree makes the installation of filters in the water supply mandatory - the water supply being public supply or mains - the obligation of weekly control of turbidity is exaggerated, and turbidity is hardly likely to differ from that of the mains supply. Should change to quarterly so that it can be carried out by an accredited entity together with microbiological and physico-chemical analyses.
-DIPSALUT (Independent Public Health Body of Girona Provincial Council) Must turbidity be checked daily if it is not necessary to add pH regulation products?
	By opting for a PSA, all actions considered appropriate to control the risk of the facility can be established

	Biocidal products

	- Autonomous Region of Catalonia: Proposes to remove the obligation for the reading of the biocidal product to be automatic, in all cases indicated in the table. We understand that this is not necessary. 
- AUTONOMOUS REGION OF MADRID. It is indicated that automatic measurement or monitoring systems will be prioritised. However, Table 7 states that the biocidal product measurement must be automatic. It must be borne in mind that not all biocidal products have automated measurement.
- FEIQUE (Spanish Chemical Industry Business Federation). For those cooling towers where two different but complementary biocides are added, it would be necessary to specify whether the continuous automatic reading is for both biocidal products or with one is sufficient.
- LEGIOPREV, S.A.: One cannot require control “daily with continuous automatic reading” if the injection of biocidal product with semi-automatic systems is allowed. 
	The application of two biocidal products at the same time is not allowed. It is advisable to rotate different mechanisms of action of the active substances

	Parameters and periodicity by type of facility

	AMBIQAI
In the case of facilities with water coming from the public network and without accumulation tanks: The monitoring of the parameters indicated and their periodicity runs counter to what is stated in all the Self-Monitoring Guides, in which the operator of the facility is only required to pay the water bill. It is assumed that the control of these parameters, in this particular case, is the responsibility of the company supplying the drinking water. Therefore, apply this section of the table only to facilities with an accumulation tank.
Comment: The installations covered by the RD are specifically those after the point of supply of the drinking water and the physico-chemical and microbiological changes in which as a result of its use in the facility are the responsibility of the owner of the facility. The conditions for water supply from capture to the point of supply to the user are regulated and corresponding controls are carried out by the relevant entities to ensure that its microbiological and physico-chemical characteristics are in line with the provisions of the legislation (RD 140/2003). The violation of the quality of the water supplied is not only correlated with the existence or otherwise of a post-supply tank.

	
	Legionella spp
(CFU/L)
	Aerobic organisms at 22°C
(CFU/ml)
	pH.
	Temperature
(°C)
	Turbidity 
(NTU)
	Biocidal product
	Iron
(μg/L)
	Conductivity

	Interior installations Drinking water installations
	Quarterly
	Quarterly
	Daily
	Daily, rotating
	Weekly
	Daily with automatic continuous reading
	Quarterly
	-

	Autonomous Region of Catalonia
	
	
	Delete Daily Reading
For indoor drinking water facilities, we propose to eliminate the daily pH reading, since it is network water and we consider it unnecessary.
	
	
	
	
	

	AUTONOMOUS REGION OF NAVARRE
Domestic hot water
	Annually
Quarterly priority
	
	
	
	
	Daily with automatic continuous reading
	
	-

	REGION OF VALENCIA
	
	
	
	
	
	Daily, rotating
	
	

	AUTONOMOUS REGION OF ASTURIAS
	
	
	
	
	
	Daily
Continuous reading on a case-by-case basis

	
	

	AQUA AMBIENT
Indoor drinking water installations in priority facilities
	
	-
	Weekly
	
	
	Daily with automatic reading (*)
	RD 140/2003
	-

	SESA (Spanish Society for Environmental Health)
Indoor drinking water installations in priority facilities
	
	Aerobic organisms at 22°C and/or 36°C

Contrast with Table 1
-
	Weekly
	
	Monthly
	Daily with automatic reading continuous (*)
	Quarterly
RD 140/2003
	

	SESA (Spanish Society for Environmental Health)
	Quarterly
Half-yearly
	Quarterly
	Daily
Weekly
	Daily
Weekly rotating.
	Monthly
	Daily with automatic continuous
 reading
	Quarterly
RD 140
	-

	
	Legionella spp and Aerobic organisms at 22°C: 
It should be reviewed. In its present form it gives rise to a very large number of samples of drinking water

	
	
	
	
	
	

	AQUA AMBIENT
	Quarterly
Half-yearly
	Quarterly
	Weekly
	Daily, Weekly rotating.
	Monthly
	Daily with continuous automatic reading.
	RD 140
	-

	DIPSALUT (Independent Public Health Body of Girona Provincial Council)
	
	
	
	
	
	Must daily control of the biocidal product with continuous automatic reading be done only in facilities where biocidal product is dosed, or in all? If it only has to be done in facilities with biocide dosing, with what frequency must controls with chlorine in the supply water (and within the facility) be carried out?
	Must iron control be done if there are no iron pipes in the facility?
Yes. It could come in the water supply.
	

	SAMNOR

Domestic hot water
	Half-yearly
	
	
	
	
	
	
	

	CEHAT (Spanish Confederation of Hotels and Tourist Accommodations); OTEA (Hotels and Tourism of Asturias) / HOSBEC (Hotel and Tourism Association of the Valencian Region) / LÉRIDA PROVINCIAL HOTEL & CATERING FEDERATION / ASHOTEL (Hotel & Restaurant Association of Tenerife, La Palma, Gomera and El Hierro)

	
	See contribution at the foot of page
	
	
	See contribution at the foot of page
	
	
	

	BARCELONA PUBLIC HEALTH AGENCY
	
	
	
	
	
	
	Half-yearly
or
“It shall apply only in the case of suspicion or detection of the existence of the material
	

	Miguel Sabriá Leal
	Quarterly
	Quarterly
	Daily
Weekly
	Daily, rotating
	Weekly
Monthly
	Daily with automatic continuous reading
	Quarterly
Annually
	-

	LEGIOPREV, S.A. 

	
	
	
	
	Quarterly
(In case of supply filter)
	
	
	

	
	Legionella spp
(CFU/L)
	Aerobic organisms at 22°C
(CFU/ml)
	pH.
	Temperature
(°C)
	Turbidity 
(NTU)
	Biocidal product
	Iron
(μg/L)
	Conductivity

	Cooling towers and evaporative condensers
	Monthly
	Quarterly
	Daily
	Daily
	Weekly
	Daily with automatic continuous reading
	Monthly
	Monthly

	AUTONOMOUS REGION OF NAVARRE
	Monthly
	Quarterly
	Daily
	Daily
	Weekly
	Daily with automatic continuous reading
	Monthly
	Monthly

	AUTONOMOUS REGION OF ASTURIAS
	
	
	
	
	
	Daily
Continuous reading on a case-by-case basis
	
	

	SESA
	Monthly
	Quarterly at 36°C
	Daily
	Temperature: The daily temperature measurement has no purpose in these items of equipment and varies according to the time when the device is launched. This measurement would be useful in microbiological sampling or sampling for the determination of the water stability index.
Daily
	Weekly
Monthly
	Daily with automatic continuous reading


	Monthly
	Monthly

	AQUA AMBIENT
	Monthly
	Quarterly
36°C
	Daily
	Daily
	Weekly
Monthly
	Daily with automatic continuous reading
	Monthly
	Monthly

	BIENDA
	
	Monthly 
22°C or 36°C depending on circuit temperature
	Daily when the effectiveness of the biocidal product depends on pH
	Monthly
	Monthly
	Monthly
	Monthly
	Weekly 

	Miguel Sabriá Leal
	Monthly
	Quarterly
36ºC
	Daily
	Daily
	Weekly
Monthly
	Daily with automatic continuous reading
	Monthly
	Monthly

	AMBIQAI
	Quarterly Legionella and aerobic organisms In all cases? Regardless of whether it is direct cold water from the mains or hot water with accumulation and closed-loop?
Since it is an important measure to be introduced which substantially affects the work to be carried out, facilities should be defined more specifically.

	
	Legionella spp
(CFU/L)
	Aerobic organisms at 22°C
(CFU/ml)
	pH.
	Temperature
(°C)
	Turbidity 
(NTU)
	Biocidal product
	Iron
(μg/L)
	Conductivity

	Facilities with heated water systems or systems with temperatures similar to those of heated water systems and aerosolisation with agitation and recirculation through high-speed jets or air injection......
	Monthly
	Monthly
	Daily
	Daily
	Daily
	Daily with automatic continuous reading
	-
	-

	Autonomous Region of Catalonia
	
	
	
	
	
	Twice a day (according to regulations for swimming pools)
	
	

	REGION OF VALENCIA
	
	
	
	
	
	 - (Without frequency).
	
	

	AUTONOMOUS REGION OF ASTURIAS
	
	
	
	
	
	Daily
Continuous reading on a case-by-case basis
	
	

	AUTONOMOUS REGION OF NAVARRE
	Monthly
	Monthly
	Daily
	Daily
	Daily
	Daily with automatic continuous reading
	-
	-

	CEHAT (Spanish Confederation of Hotels and Tourist Accommodations); OTEA (Hotels and Tourism of Asturias) / HOSBEC (Hotel and Tourism Association of the Valencian Region) / LÉRIDA PROVINCIAL HOTEL & CATERING FEDERATION / ASHOTEL (Hotel & Restaurant Association of Tenerife, La Palma, Gomera and El Hierro)

	See contribution at the foot of page
	See contribution at the foot of page
	
	
	
	
	
	

	AQUA AMBIENT
SESA (Spanish Society for Environmental Health)

Miguel Sabriá Leal
	Monthly
	Monthly at 36°C
	Daily
	Daily
	Daily
	Daily with automatic continuous reading
At least once a day and always in the morning before opening the pools to the public.
	-
	-

	
	Legionella spp
(CFU/L)
	Aerobic organisms at 22°C
(CFU/ml)
	pH.
	Temperature
(°C)
	Turbidity 
(NTU)
	Biocidal product
	Iron
(μg/L)
	Conductivity

	Evaporative spray cooling devices using aerosolisation cooling elements
	Half-yearly
	Half-yearly
	Monthly
	Monthly
	Monthly 
	Monthly
	-
	-

	Autonomous Region of Catalonia
	
	
	
	
	
	Daily
	
	

	REGION OF VALENCIA
	Half-yearly 
 Twice in opening period.
	
	
	
	Delete 
	
	
	

	REGION OF MURCIA
	
	
	
	
	
	Monthly is not enough. This facility emits aerosols directly on people
Weekly
	
	

	AUTONOMOUS REGION OF NAVARRE
	Half-yearly
	Half-yearly
	Monthly
	Monthly
	Monthly
	Monthly
	-
	-

	AUTONOMOUS REGION OF ASTURIAS
	
	
	
	
	
	Daily
Continuous reading on a case-by-case basis
	
	

	HEALTH AND ENVIRONMENT SECTION OF SEVILLE CITY COUNCIL

	Quarterly
	Monthly
	
	
	
	
	
	

	SESA (Spanish Society for Environmental Health)
AQUA AMBIENT
	Half-yearly
	Half-yearly
22°C
	Monthly
Quarterly
	Monthly
Quarterly l
	Monthly
Quarterly
	Monthly
Quarterly
	-
	-

	Miguel Sabriá Leal
	Half-yearly
Monthly
	Half-yearly
Monthly
22°C
	Monthly
	Monthly
	Monthly
	Monthly
	-
	-

	
	Legionella spp
(CFU/L)
	Aerobic organisms at 22°C
(CFU/ml)
	pH.
	Temperature
(°C)
	Turbidity 
(NTU)
	Biocidal product
	Iron
(μg/L)
	Conductivity

	Facilities or equipment in which water declared as mineral-medicinal or thermal is used
	Monthly
	Quarterly
	Weekly
	Weekly
	Weekly
	-
	-
	-

	REGION OF VALENCIA
	
	
	
	
	Weekly
Delete 
	-
	-
	-

	AUTONOMOUS REGION OF ASTURIAS
	
	
	
	
	
	Daily
Continuous reading on a case-by-case basis
	
	

	AUTONOMOUS REGION: REGION OF MURCIA
	Monthly Quarterly
	Quarterly
	Weekly
	Weekly
	Weekly
	-
	-
	-

	SESA (Spanish Society for Environmental Health)
AQUA AMBIENT
Miguel Sabriá Leal
	Monthly
	Quarterly
22°C
	Weekly
	Weekly
	Weekly
	-
	-
	-

	New proposal: 

	Industrial humidifier plants
(AQUA AMBIENT
Miguel Sabriá Leal)
	Monthly
	Quarterly
22°C
	Daily
	Daily
	Weekly
	-
	Monthly
	Monthly

	Nebulisers
(SESA (Spanish Society for Environmental Health))
	Monthly
	-
	Monthly
	Monthly
	-
	Monthly
	-
	-

	
	Legionella spp
(CFU/L)
	Aerobic organisms at 22°C
(CFU/ml)
	pH.
	Temperature
(°C)
	Turbidity 
(NTU)
	Biocidal product
	Iron
(μg/L)
	Conductivity

	Other facilities capable of producing aerosolisation
	Annually
	Half-yearly
	Monthly
	Monthly
	Monthly
	Monthly
	-
	-

	AUTONOMOUS REGION OF CATALONIA
	
	
	
	
	
	In f(risk) of each facility
	
	

	REGION OF VALENCIA
New wording: Other facilities that can produce aerosolisation with recirculation
	Annually
	Half-yearly
	Monthly
	Monthly
	Monthly
Delete Turbidity frequencies
	Monthly
	-
	-

	AUTONOMOUS REGION OF ASTURIAS
	
	
	
	
	
	Daily
Continuous reading on a case-by-case basis
	
	

	AUTONOMOUS REGION OF NAVARRE
Other facilities capable of producing aerosolisation 
	Annually
	Half-yearly
	Monthly
	Monthly
	Monthly
	Monthly
	-
	-

	Miguel Sabriá Leal
	Annually
	Half-yearly
	Monthly
Quarterly
	Monthly
Quarterly
	Monthly
Quarterly
	Monthly
	-
	-

	SESA (Spanish Society for Environmental Health)

AQUA AMBIENT
Other facilities capable of producing aerosolisation 
	Annually
	Half-yearly
	Monthly
	Monthly
	Monthly
	Monthly
	-
	-

	INMA RODRIGUEZ MORA
	“other facilities capable of producing aeresolisation” makes no sense since it is repeated in the second “other facilities capable of producing aeresolisation with tank and recirculation”. Delete

	ALMUDENA GONZÁLEZ GASCÓN Y MARÍN
	The entry “Other plants capable of producing aerosolisation” should be deleted, as it has been chosen to divide it into the following two.

	AUTONOMOUS REGION OF CASTILLA-LA MANCHA
	In Table 7, we consider that it is not necessary to include the last two rows of the table; it would be sufficient to refer to other facilities that can produce aerosolisation.

	
	Legionella spp
(CFU/L)
	Aerobic organisms at 22°C
(CFU/ml)
	pH.
	Temperature
(°C)
	Turbidity 
(NTU)
	Biocidal product
	Iron
(μg/L)
	Conductivity

	Other facilities capable of producing aerosolisation with tank and recirculation
	Annually
	Half-yearly
	Monthly
	Monthly
	Monthly
	Monthly
	-
	-

	Autonomous Region of Catalonia
	
	
	
	
	
	Daily
	
	

	REGION OF VALENCIA
Other facilities capable of producing aerosolisation with tank and recirculation
	Annually
	Half-yearly
	Monthly
	Monthly
	Monthly
Delete Turbidity frequencies
	Monthly
	-
	-

	AUTONOMOUS REGION OF ASTURIAS
	
	
	
	
	
	Daily
Continuous reading on a case-by-case basis
	
	

	AUTONOMOUS REGION OF NAVARRE
	Annually
	Half-yearly
	Monthly
	Monthly
	Monthly
	Monthly
	-
	-

	AUTONOMOUS REGION OF CASTILLA-LA MANCHA
	In Table 7, we consider that it is not necessary to include the last two rows of the table; it would be sufficient to refer to other facilities that can produce aerosolisation.


	DIPSALUT (Independent Public Health Body of Girona Provincial Council)
Table 7. Last two rows
· Must pH be controlled if it is not necessary to add pH regulation products? And if regulating products are added, should it not be daily?
	
	
	
	
	Weekly
	Weekly
Daily (if dosed)
	
	

	SESA (Spanish Society for Environmental Health)
AQUA AMBIENT
Miguel Sabriá Leal
	Annually
	Half-yearly
	Monthly
	Monthly
	Monthly
	Monthly
	-
	-

	INMA RODRIGUEZ MORA
	
	22°C? Table 1 No reference value is indicated
	Monthly
Table 1. “variable depending on the biocidal product”
	
	Monthly
Table 1 does not apply
	
	
	

	
	Legionella spp
(CFU/L)
	Aerobic organisms at 22°C
(CFU/ml)
	pH.
	Temperature
(°C)
	Turbidity 
(NTU)
	Biocidal product
	Iron
(μg/L)
	Conductivity

	Other facilities capable of producing aerosolisation without recirculation
	Annually
	-
	Monthly
	Monthly
	-
	Monthly
	-
	-

	AUTONOMOUS REGION OF NAVARRE
	Annual
	-
	Monthly
	Monthly
	-
	Monthly
	-
	-

	AUTONOMOUS REGION OF ASTURIAS
	
	
	
	
	
	Daily
Continuous reading on a case-by-case basis
	
	

	AUTONOMOUS REGION OF CASTILLA-LA MANCHA
	In Table 7, we consider that it is not necessary to include the last two rows of the table; it would be sufficient to refer to other facilities that can produce aerosolisation.


	DIPSALUT (Independent Public Health Body of Girona Provincial Council)
	
	
	
	
	
	Weekly
Daily (if dosed)
	
	

	SESA (Spanish Society for Environmental Health / AQUA AMBIENT / Miguel Sabriá Leal
	Annually
	-
	Monthly
	Monthly
	-
	Monthly
	-
	-

	INMA RODRIGUEZ MORA

	
	
	Monthly 
(Table 1). Variable depending on biocidal product: It makes no sense if disinfection is physical or if a biocidal product is not added.
	
	
	
	
	

	In the case of pH, temperature and turbidity, it is possible to control in situ, preferably with continuous automatic reading.

	SESA (Spanish Society for Environmental Health)
	Footnote: In the case of pH, temperature, turbidity, biocidal product and/or conductivity, it can be controlled in situ, preferably with continuous automatic reading.


	INMA RODRIGUEZ MORA
	INTRODUCTION: THE CONTROL OF PHYSICAL DISINFECTION TREATMENTS VS THE CONTROL OF BIOCIDE. 
Table 7 should carry an alert or note within the biocidal product control to include that when using physical disinfection treatments, control of the biocidal product must be replaced by controls to ensure the proper functioning of the disinfection system. 
Since Article 16 allows for the use of other disinfection treatments and verification of their correct use on a regular basis, this would be the point where they should be included.
Comment: A warning is included at the foot of the table on biocides (heading) reading as follows: In the case of use of physical disinfection treatments, control of the biocidal product must be replaced by controls to ensure the proper functioning of the disinfection system.

	PONTEVEDRA TERRITORIAL HEALTH DEPARTMENT (GALICIAN REGIONAL GOVERNMENT)
	The criterion for measuring biocidal products with continuous automatic reading contradicts Royal Decree 742/2013, where these characteristics are not specified. In inspections it is common to find discrepancies between automatic readings and on-site measurements (bad placement of probes, poor maintenance, lack of calibration,...) that induce us to think that automatic reading is of little use, or even a problem.


Having assessed the contributions received on this table we would reword it as follows: 
Table 7. Minimum sampling frequency (Would move to Table 3 of Annex VIII)
	
	Legionella spp
(CFU/L)
	Aerobic organisms
(CFU/ml)
	pH.
(1) (2)
	Temperature
(ºC) (2)
	Turbidity
(NTU) (2)
	Biocidal product
(3)
	Total iron
(µg/L)
	Conductivity

	Drinking water systems
	Quarterly
	Quarterly
	Daily
	Daily, rotating
	Weekly
	Daily, if applicable, with continuous automatic reading
	Quarterly
	-

	Cooling towers and evaporative condensers
	Monthly
	Quarterly
	Daily
	Daily
	Weekly
	Diary. If applicable, with continuous automatic reading
	Monthly
	Monthly

	Installations with heated water systems or temperatures similar to those heated and aerosolisation with agitation and recirculation through high-speed jets or air injection, etc.
	Monthly
	Monthly
	Daily
	Daily
	Daily
	Daily, where appropriate with continuous automatic reading
	-
	-

	Evaporative spray cooling devices using aerosolisation cooling elements
	Half-yearly
	Half-yearly
	Monthly
	Monthly
	Monthly
	Monthly
	-
	-

	Facilities or equipment in which water declared as medicinal mineral and/or thermal is used
	Monthly
	Quarterly
	Weekly
	Weekly
	Weekly
	-
	-
	-

	Other facilities capable of producing aerosolisation with tank and recirculation (4)
	Annually
	Half-yearly
	Monthly
	Monthly
	Monthly
	Monthly
	-
	-

	Other facilities capable of producing aerosolisation without recirculation
	Annually
	-
	Monthly
	Monthly
	-
	Monthly
	-
	-

	(1) Depending on the biocidal product.
(2) In the case of pH, temperature and turbidity, controls can be carried out in situ, preferably with continuous automatic reading.
(3) If physical disinfection treatments are used, the control of the biocidal product must be replaced by controls to ensure the proper functioning of the disinfection system.
(4) If necessary, other parameters considered useful in determining the water quality or effectiveness of the water treatment programme shall be included. However, the health authority may exempt the operator of the facility from the analysis of any of these parameters if, on the basis of the type of facility concerned, it is not likely to be present in the water at levels such as to pose a risk to health.


	Issuer of the contribution
	Contribution
	Comment

	ANNEX VI. Protocol for the taking and transport of water samples (Corresponds to Annex VII)

	
	Comment: It is proposed to amend the title to delete “water” as there are also solid samples (biolayer).

	In the protocol for the collection and transport of water samples it is very important that samples from different facilities or different sampling points and from very different temperatures are not mixed in the same recipients.

	Comment: It is proposed to improve the wording of this paragraph as follows: “In the process of sample taking and transport samples from different facilities or from different sampling points or of very different temperatures must not be mixed in the same recipient.”

	SESA (Spanish Society for Environmental Health) / AQUA AMBIENT
In the protocol for the collection and transport of water samples it is very important that samples from different facilities or different sampling points and from very different temperatures are not mixed in the same recipients. The recording of sampling and the content of the results report shall be as indicated in Standard UNE 100030. (Comment: If ENAC must accredit the taking of samples, there must be a detailed reference document, and in this case it can only be Standard UNE 100030:2017.)
Comment: For the recording of sampling, in the case of accreditation, the provisions of the relevant regulations, e.g. this RD, may serve as a reference. On the other hand, the provisions of the referenced standard establish, for the identification of the sample, the provision of information that the laboratory does not need for the determination of the parameters to be studied.

	PART A. Microbiological tests

	PART A.1. Inactivation of disinfectants

	Samples for microbiological tests must be taken in sterile containers of polyethylene or similar, with airtight closure and a small air pocket must always be left above the water level. Once closed, the container must be flipped several times so that the water is well mixed with the neutraliser.

	REGION OF VALENCIA
Where it says: Once closed, the container must be flipped several times so that the water is well mixed with the neutraliser. 
New wording: Once closed, add the neutraliser if the recipient does not include it and flip the recipient several times so that the water is well mixed with the neutraliser.
Comment: Amended, but reversing the proposed order in view of a possible error. In order to avoid exposure to contamination of the sample as far as possible. In addition, it is proposed to include the reference to the size of the recipients depending on the minimum sample volume required for microbiological investigations: 
“Samples for microbiological tests must be taken in sterile recipients of a size that ensures the minimum sample volume required (Table 8), ...a small air pocket...above the water level. Add the neutraliser, if the recipient does not include it, and once closed, flip....”

	PONTEVEDRA TERRITORIAL HEALTH DEPARTMENT (GALICIAN REGIONAL GOVERNMENT)
It is stated here that the container must be flipped to mix the neutraliser, but it does not specify that microbiological samples have to be neutralised (Real Decree 865/2003 specifies for legionella samples, but not for aerobic organisms). Only one criterion for standardised recipients is mentioned, but it should probably be an explicit criterion and for all samples (as shown on page 50, Part E, points 1 and 2). In addition, the wording of point 1 of this contribution could also be added here (in summary: that the establishment must have a functional neutraliser, and that it must be accessible at all times, especially if the health inspection wishes to take samples).
Comment: This paragraph is not intended to be a detailed sampling procedure which, as is rightly pointed out, is dealt with later, both in terms of neutralisation and the availability of the neutraliser. 

	Standardised recipients placed on the market for the taking of water samples for microbiological testing have to comply with ISO 19458:2006 point 4.2.3 inactivation of disinfectants

	MINISTRY OF SCIENCE AND INNOVATION
When quoting ISO standards it is suggested to avoid mentioning as much as possible the year of publication, as subsequent updates could invalidate or confuse what is mentioned in this RD. Although it has been avoided in most references, there are at least two where this has not happened: ISO 19458:2006 on page 48/62 and ISO 11731/2017 on page 54/62.
	Amended accordingly
Having assessed the text, we have decided to amend “Standardised recipients placed on the market for the taking of water samples” to “Standardised Recipients used for taking samples for tests...”, considering that this mandate goes beyond the scope of the proposed rule.
“Recipients used to take samples for microbiological testing must comply with point 4.2.3 (Inactivation of disinfectants) of ISO 19458.”

	AUTONOMOUS REGION OF THE BALEARIC ISLANDS
The year of the ISO standard should be deleted.   Justification: In case any updates are published (as was done when I5O 11731 was referred to in Annex VIII).
	

	AMBIENTALYS CONSULTORÍA Y ANÁLISIS SL
Throughout the wording of this draft, reference is made to different standards, but the year of the standard is mentioned. The standard should be mentioned without reference to the year. In this way the latest version of it would always be in force. Examples: Annex VII. Part A.1.  ISO 19458:2006. Part F. ISO 11731/2017.
	

	In order to neutralise other disinfectants, it is necessary to apply the corresponding inactivation measures according to the indications of the disinfectant manufacturer, and the neutraliser set out in the biocidal product authorisation resolution. Samples must be neutralised according to the authorisation resolution. If, exceptionally, inactivation is not possible, this must be reflected in the collection record and reported to the test laboratory.

	Autonomous Region of Catalonia
Proposes to delete “other disinfectants”, as it is for all disinfectants and no particular type has been mentioned previously.
	The wording of this paragraph is amended accordingly and improved: “Any disinfectants that the sample may contain shall be neutralised.
“Any disinfectants that the sample may contain must be neutralised. In order to neutralise disinfectants, it is necessary to apply the corresponding inactivation measures, as indicated by the disinfectant manufacturer and set out in the biocidal product authorisation resolution. If…”

	REGION OF VALENCIA
Where it says: In order to neutralise other disinfectants, it is necessary to apply the corresponding inactivation measures according to the indications of the disinfectant manufacturer, and the neutraliser set out in the biocidal product authorisation resolution. 
New wording: In order to neutralise the disinfectants, it is necessary to apply the corresponding inactivation measures, as indicated by the disinfectant manufacturer and set out in the biocidal product authorisation resolution.
	

	The facility shall have the neutraliser together with the biocide used for disinfection.

	Autonomous Region of Catalonia
The sentence “The facility shall have the neutraliser together with the biocide used for disinfection” should be deleted because it is already in Article 13.
Comment: Deleted

	PART A.2. Time between sampling and analysis

	
	Comment: Having assessed the content of this section, because it covers more aspects than “time”, it is proposed to change its name: “Conservation and transport of the sample”

	The time between sampling and analysis may reduce the reliability of the results obtained. During transport, exposure to light and heat must be avoided. Whenever a cooling temperature is indicated, it must refer to the temperature of the sample environment (not the sample itself).

	Acceptable transport times and temperatures should comply with the requirements specified in Table 8.

	Comment: In order to facilitate continuity in the time between sampling and analysis of the sample and transport and its conditions, it is proposed to reorder the contents of the three paragraphs.
In turn, in the first paragraph, where it indicates "sampling", to replace it with "taking of samples" as being more precise and the phrase "whenever a cooling temperature is indicated, it must refer to the temperature of the sample environment (not the sample itself) to be included as note 2 to Table 8.
	New wording: The time between the taking of the samples and the analysis may reduce the reliability of the results obtained. This time should be in line with the requirements specified in Table 8. 
In the conservation and transport of the sample, the temperature should comply with the requirements set out in Table 8 and exposure to light and heat must be avoided. 

	Autonomous Region of Catalonia
For the third paragraph we propose changing “should” to “must”.
	The use of the term “should” makes it non-mandatory. This enables the operator of the facility to use the most up-to-date scientific and technical state to ensure the objective of the microbiological tests, and to adjust the storage period with the sample being sent to the analytical unit (e.g. weekends).

	Autonomous Region of Madrid
Part A.2 refers to times from collection to analysis and transport temperatures, indicating that “they should conform to the requirements specified in Table 8.” It is understood that this does not imply any obligation and it is very common in the determination of Legionella that these times are exceeded. With this wording no-one could be forced to comply.
	

	SESA (Spanish Society for Environmental Health) / AQUA AMBIENT
Table 8. Recommended time from collection to start of the test, including (land) transport...... (Comment: These are currently the recommendations for the time before the analysis. But over time, technical standards, ENAC or analyses evolve and these times may change. It should not be so strict because scientific-technical evolution may vary and the RD would be outdated. Laboratories and sampling are now mandatory, so it will be ENAC that always has the up-to-date technical criteria and that will require and update annually the entities and laboratories that renew their accreditation annually).
	

	AMBIENTALYS CONSULTORÍA Y ANÁLISIS SL
We are aware of the importance of storage times and temperatures of the samples from their collection to the beginning of the analysis which should, as far as possible, approximate to those proposed in Table 8, but we understand, from our experience and knowledge of the sector, that they are very difficult to comply with, so in our opinion, they should be recommended measures, but not mandatory.
	

	
	Having considered the title of the table and in order to improve it, we have decided to change it to: “Time from collection to the start of the test including transport (could be interpreted as from the carrier’s collection when it actually refers to the taking (collection) of the sample; the storage temperature is also applicable during storage in the facility and could lead to the belief that it relates only to transport. As regards volume, we propose to delete “most usual” since it refers exclusively to two determinations (Aerobic organisms and Legionella). 
	It is proposed to replace the title by: “Minimum volume and conservation of the sample”

	AUTONOMOUS REGION OF NAVARRE
TABLE 8: The temperature groups shall be from 9 to 18°C and from 2 to 8°C.
	Amended

	AUTONOMOUS REGION OF CASTILLA-LA MANCHA
We understand that ISO Standard 19458 has been taken into account when establishing the values in Table 8.
	The time thresholds set have been maintained because they are considered to be more acceptable in reality.

	BARCELONA PUBLIC HEALTH AGENCY
The times set out in Table 8 for sample initiation in the aerobic organism count are lower than those established by ISO 19458 "Water quality. Sampling for microbiological analysis”. We propose to modify it by adapting it to the times established by ISO 19458:
Draft RD
ISO 19458
Test
Time (Hours)
Temperature (°C)
Time (Hours)
Temperature (°C)
Total aerobic organisms
( 24
5 ± 3
8-12
5 ± 3
Legionella spp.
( 24
6 - 18
24
Recommended:
5 ± 3
Depending on the ambient temperature
( 24 and ( 48
5 ± 3
48
5 ± 3

	

	FRANCISCO RAMÓN FORTEA PÉREZ
PART A. 2. Time between sampling and analysis. 
Can it be specified how Table 8 can be complied with from the accreditation point of view? Any sample starting before 24 hours must reach the laboratory at between 6 and 18°C. If the sample is taken from an accumulator at a temperature of at least 60°C, has consideration been given to how the temperature can be reduced by 75% if for example the facility is within one hour of the analysis laboratory? Consideration has been given to how all samples of domestic hot water will be cooled in less than 24 hours if a blast chiller is not available. Since refrigerated trucks are not designed to reduce the temperature of the samples, but to keep it constant. These temperatures make sense for cold water samples and RD 140/2003 but not for domestic hot water samples. 
	

	PART B. Chemical and physico-chemical tests

	1. The plans of each facility must indicate which physical or physico-chemical parameters are to be analysed and with what periodicity.

	Autonomous Region of Catalonia
Proposes adding at the end of the sentence an indication of which analytical procedure.
Comment: This aspect corresponds to the sampling programme and as such is set out in Part A.2 of Annex V.

	SESA (Spanish Society for Environmental Health) / AQUA AMBIENT
1. The plans of each facility must indicate which physical or physico-chemical parameters are to be analysed, with what periodicity and using which analytical procedure.
Comment: In view of its content, already reflected in the “Sampling programme” Annex (See general aspects), specifying in it the 4 groups of parameters to be considered (microbiological, physical, chemical and physico-chemical parameters). 

	2. The sample recipient must be completely filled and closed in such a way that there is no air chamber above the sample; the characteristics of the container must be those specified in Table 9.

	
	Comment: No input has been received on this paragraph and it is proposed to improve its wording. In turn, the reference to the volume of the sample recipient will be incorporated.
	In the sample taking process...above the sample. The characteristics....”

	3. Some parameters must be analysed in situ (pH, conductivity, temperature) and others in the laboratory depending on their stability, analytical complexity, importance or speed of information for corrective actions. Parameters not determined in situ should be analysed within 5 days of sampling.

	Autonomous Region of Catalonia
We consider that the in situ analysis must be of turbidity and not conductivity. Also, in Table Note 9, “preferably in situ” of Conductivity, we believe that it should be moved to the Turbidity section. It is difficult to measure conductivity in situ.
	

	REGION OF VALENCIA
Where it says: Some parameters must be analysed in situ (pH, conductivity, temperature) and others in the laboratory depending on their stability, analytical complexity, importance or speed of information for corrective actions. 
New wording: Some parameters must be analysed in situ (pH, temperature, biocide) and others in the laboratory depending on their stability, analytical complexity, importance or speed of information for corrective actions.
	The reference to the parameters to be investigated in situ corresponds to Annex III. (Deleted)
It is proposed to delete the column “Notes” in Table 9 and in the table of frequencies in footnote it indicates that “in the case of pH, temperature and turbidity controls may be carried out in situ...”
With regard to the contribution relating to alkalinity, the maximum period established from sampling to the analysis (5 days) does not contravene the UNE-EN ISO 5667-3 standard. In addition, the sampling programme of the facility must indicate the specificities for each of the parameters to be checked and the existence of the technical head.
“Parameters not determined in situ should be analysed within 5 days of taking the samples.”

	SESA (Spanish Society for Environmental Health) / AQUA AMBIENT
3. Some parameters must be analysed preferably in situ (pH, conductivity, temperature) and others in the laboratory depending on their stability, analytical complexity, importance or speed of information for corrective actions. Parameters not determined in situ should be analysed within 5 days of sampling. Comment: There are techniques that are best performed in situ, but if the sample is well preserved, the sample can be analysed in the laboratory if more precision is desired or if the speed of on-site analysis is not required.
Table 9 already correctly indicates “preferably in situ”, so that the text and the table will match. 
	

	BIENDA
The pH should only be analysed in situ if the biocidal product has a pH-dependent performance. If not, it must be analysed in the accredited laboratory where the analytical conditions are recognised technical competence. 
The period of 5 days from sampling for the analysis of some parameters is incorrect according to UNE-EN ISO 5667-3. In such long times parameters evolve within the sample recipient. For example, UNE-EN ISO 5667-3 states that alkalinity must be analysed within 24 hours of sampling. We propose to amend point 3 to read as follows: Some parameters must be analysed in situ (conductivity, temperature and pH if the effectiveness of the biocidal product depends on pH) and others in the laboratory. Parameters not determined in situ shall be analysed within 24 hours of sampling.
	Amended

	PART C. Reagents and materials for sample taking

	AUTONOMOUS REGION OF LA RIOJA
Remove parts: C & D, because they are more suited to a good practice document than to a text of a legal regulation.
Comment: In view of the decision not to opt for accreditation of sampling, it is considered appropriate to maintain it, both for reference purposes for facilities and for official control.

	In addition to the specific recipients depending on the samples to be taken, they must have the following elements:
1. Thermometer for “in-situ” temperature measurement.
2. Meter for “in situ” biocidal product.
3. Neutraliser for the specific biocidal product.
4. Portable ice box with cooling or freezer blocks.
5. Possible tools for handling at certain sampling points (screwdrivers, Allen keys, spanner, pliers...).
6. Disposable gloves.
7. Sterile swabs.
8. Alcohol or disinfectant wipes.
9. Lighter or portable torch for flaming if applicable.
10. Waterproof markers, pens and labels.
11. Manual or electronic sample taking report.
If reading-measurement devices (thermometer, pH meter, turbidometer etc.) are used, they must be within the calibration period.

	
	Comment: Two paragraphs are added, corresponding to the packaging and characteristics to be met and supporting documentation for sampling.
- Suitable packaging to prevent breakage and spillage in transport.
- If necessary, sampling programme and sampling procedure for the purpose of consultation.

	PART D. Good hygiene practices in sampling

	AUTONOMOUS REGION OF LA RIOJA
Remove parts: C & D, because they are more suited to a good practice document than to a text of a legal regulation.
Comment: In view of the decision not to require accreditation for the taking of samples and given the importance this has in the control of Legionella and the peculiarities and heterogeneity of the size of the undertakings which have the facilities concerned, we prefer to keep these Parts.

	AUTONOMOUS REGION OF LA RIOJA
The reference to disinfecting the sample point (tap, etc.) is an ESSENTIAL requirement in the taking of microbiological samples. In the current wording it is blurred and may lead to confusion. It is therefore proposed to amend point 3, especially if we bear in mind what the objective parameter of the RD is.
Comment: “Where appropriate, clean the sampling point. In the case of sampling for microbiological tests, in addition to cleaning the sampling point, it must always be disinfected (for example with alcohol-impregnated cotton, disinfectant wipe, flaming, etc.) immediately after sampling.

	
	Comment: No contributions have been received for this Part. When the content of the same is assessed, improvements in its wording are proposed
A number of precautions must be taken to minimise contamination (of packaging and sample) and in particular when sampling for microbiological analysis.
…/..
5. Ice boxes or refrigerators... recipients. Those used for microbiological analysis samples must be used exclusively for this type of sample if possible.

	PART E. Sampling procedure depending on the type of facility

	The order of sampling when testing for Legionella spp and other possible microbiological or physico-chemical tests is as follows:
1. Fill a recipient (with neutraliser) with water to determine Legionella spp.
2. Fill the recipient(s) intended for other microbiological (with neutraliser) and/or physico-chemical (non-neutralising) tests.
3. Take another solid sample with a swab.

	SESA (Spanish Society for Environmental Health) / AQUA AMBIENT
3. Take another solid sample with a swab when necessary. (Comment: It is necessary to make this clarification, since as indicated previously, the sample is not always taken with a swab and it is indicated on which occasions it will be carried out with a swab.)
Comment: Amended accordingly.

	PART E.1.Interior drinking water facilities

	
	In line with the name referred to in Annex I
	Part E.1. Drinking water system

	I. Hot water accumulators

	1. The sample must preferably be taken at the bottom of the accumulator since in this way another sample can also be taken with possible residues of sediment.
2. If there is a hose or outlet to the drain, either it must be removed or the water must be allowed to run to eliminate this first discharge contained in it.
3. Fill the water sample recipient, without letting the water run.
4. Then let the water run and record the temperature.
5. If the filling point with cold water is at the bottom, close the input key.

	AUTONOMOUS REGION OF NAVARRE
Amend: Delete “another sample”.  Reason: Sediments are taken in the same sample.
	It is amended in the following sense to maintain the double sample because its assessment in the context of the PPCL has a different meaning. In addition, reference is included to those parameters which the sampling programme has established are to be determined in situ:
“1. The sample must preferably be taken in the lower part of the accumulator as it will, where appropriate, allow sampling of the water and of the sediment.”
2. If there is a hose or outlet to the drain, either it must be removed or the water must be allowed to run to eliminate this first discharge contained in it.
3. 5. If the filling point with cold water is at the bottom, close the input key.
4. 3. Fill the water sample recipient, without letting the water run.
5. 4. Then, record the temperature.
6. If applicable, record other parameters on site as set out in the sampling programme.’

	REGION OF VALENCIA
Where it says: The sample must preferably be taken at the bottom of the accumulator since in this way another sample [it] can also be taken with possible residues of sediment. 
	

	AUTONOMOUS REGION OF CASTILLA-LA MANCHA
It is a mistake to let the water run to record temperature. The aim is to determine the temperature in the sample water at that point. Therefore, after sampling, the temperature and level of the biocidal product is measured.
	

	AUTONOMOUS REGION OF THE BALEARIC ISLANDS
It is proposed to change the sequence of points and rewrite them in the order of performance when sampling:
1. The sample must preferably be taken in the lower part of the accumulator since in this way traces of sediment can be collected.
2. If the filling point with cold water is at the bottom, close the input key.
3. Before sampling, disinfect the tap on the outside
4. Fill the container without letting the water contained in the accumulator run. If there is a hose or outlet to the drain, either it must be removed or the water must be allowed to run to eliminate this first discharge contained in it.
	

	REGION OF VALENCIA
Insert paragraph 5 at the end of point 2. 
	

	II. Cold water tanks

	The water sample for detection of Legionella spp must be collected at one of the following points:
1. Lower part of the tank through the purge as this can also collect possible traces of sediment:
a) If there is a hose or outlet to the drain, either it must be removed or the water must be allowed to run to eliminate this first discharge contained in it.
2. Interior of the tank (if accessible):
a) The sample must be collected at a point as far as possible from the supply of water, from the injection of disinfectant if any, and from the recirculation system of the water in the tank, if any.
3. Sampling tap at the outlet of the tank

	
	It is proposed in the introductory paragraph to indicate “..., at least, for the detection of Legionella spp...” since although it is the objective parameter, the sampling programme must be comprehensive in order to allow the assessment of maintenance and review programmes and of the programme for the treatment of the facility.
Amend the wording to clarify the double sample (establish the quality of the water and study biofilms in relation to Legionella spp.)
	The water sample for detection of Legionella spp must be collected at one of the following points:
1. Lower part of the tank through the purge, since in this way possible traces of sediment an also be collected:
a) If there is a hose or outlet to the drain, either it must be removed or the water must be allowed to run to eliminate this first discharge contained in it.
b) collect the required volume of water
2. Interior of the tank (if accessible):
a) The sample must be collected at a point as far as possible from the supply of water, from the injection of disinfectant if any, and from the recirculation system of the water in the tank, if any.
3. Sampling tap at the outlet of the tank.

	Region of Valencia
Suggestion: Delete a) as there is no b).
	

	Autonomous Region of Catalonia
Proposes to unify paragraphs I and II on cold water and hot water.
Comment: It is kept separate as the particularities and design requirements between the two are different.

	III. Terminal points (taps and showers)

	Depending on the sampling target, sampling can be carried out at the terminals in two different ways:
a) Without purging (“without letting the water run”): the goal is to sample the terminal and its piping. It represents the colonisation of the terminal, since one of the areas where Legionella spp is most likely to grow and multiply is inside the tap or shower, so the first litre taken as soon as the terminal is opened is the one that would have the highest concentration of Legionella spp and it should preferably be taken in a terminal that has been unused for at least a few hours.
b) With purge (‘letting the water run’): the goal is to sample the water from the circuit. Let the water run until it reaches constant temperature. It represents the quality of the circulating water supplied to the tap or shower.

	LABAQUA, S.A. 
Two Legionella sampling methodologies are established (letting and not letting the water run): What will be the criterion for selecting the appropriate methodology? 
Comment: The criterion for selecting one or the other, as indicated in the description of each of the two methodologies, is determined by the objective of the sampling, which vary greatly. 

	The sampling of terminal points must cover the different sectors of the facility, taking into account the number of floors of the buildings or the horizontal extension of the internal distribution network.

	Comment: Having assessed the content of this paragraph (criterion to be taken into account in the identification of the representative sampling points of the facility), we propose to move it to the “Sampling Programme” Annex in the corresponding part in Drinking Water Systems.
	It is moved to the “Sampling Programme” Annex in the corresponding part in Drinking Water Systems.

	Where possible, sampling in showers must be prioritised rather than taps as they are the highest exposure points.

	Comment: Having assessed the content of this paragraph (criterion to be taken into account in the identification of the representative sampling points of the facility), we propose to move it to the “Sampling Programme” Annex in the corresponding part in Drinking Water Systems.
	It is moved to the “Sampling Programme” Annex in the corresponding part in Drinking Water Systems.

	Points where water stagnation is likely to occur must be chosen, so it is necessary to know the facility beforehand.

	Comment: Having assessed the content of this paragraph (criterion to be taken into account in the identification of the representative sampling points of the facility), we propose to move it to the “Sampling Programme” Annex in the corresponding part in Drinking Water Systems.
	It is moved to the “Sampling Programme” Annex in the corresponding part in Drinking Water Systems.
The reference to stagnation is deleted as a bad design cannot be consolidated.

	Points where water stagnation is likely to occur must be chosen, so it is necessary to know the facility beforehand. Therefore, it is recommended to take samples, without purging of:
1. First leg at terminal points.
2. Remote and low-use terminal points.
3. Sections with stagnant water or low circulation.
4. Mixed water terminal points with temperatures below 50°C

	AUTONOMOUS REGION OF NAVARRE
Delete paragraphs starting with: “Points where... and ending with... "below 50°C.”
Comment: It is considered necessary to maintain the recommendation of terminal points that could be sampled without prior purging.

	Spanish Society of Preventive Medicine, Public Health and Hygiene
We request further revision of the following point: Annex VII - Protocol on the taking and transport of water samples - Part E.1.Interior drinking water facilities - III. Terminal points (taps and showers), indicating that: 
“Points where water stagnation is likely to occur must be chosen, so it is necessary to know the facility beforehand. Therefore, it is recommended to take samples, without purging of: 1. First leg at terminal points. 2. Remote and low-use terminal points. 3. Sections with stagnant water or low circulation. 4. Mixed water terminal points with temperatures below 50°C. “
These sampling criteria relate exclusively to analysing the condition of the facility. However, for institutions that choose to carry out a Health Plan against Legionella (PSL), these criteria are not sufficient to comply with the aspects requested in this RD: identification of hazards, prioritisation of risks and identification of critical points where improvements need to be made. The definition of these aspects involves people’s risk factors. Therefore, it is requested that sampling criteria be included for PSLs carried out in health institutions where priority is given to areas with patients particularly susceptible to legionellosis or with clinical conditions that imply poor prognosis.
Comment: The criteria to be taken into account by the institutions that opt for a PSL and until they implement it (since they must have the PPCL implemented), will be those established in this Part as for the rest of the facilities in which a PPCL is chosen. Article 8.4.
The criteria applicable in a PSL for the purposes of the sampling programme are as indicated by that company and are listed in Article 8.1 and 2. They are different from the criteria applying to the PPCL and this section will correspond to the result of applying those points, and as such will be included in the corresponding plans or programmes forming the PSL. 

	Procedure

	AUTONOMOUS REGION OF CASTILLA-LA MANCHA
Part E.1.III. For terminal points, if the water is allowed to run to sample the circuit, previously and always, an initial sample must have been taken without purging (without letting the water run). In these cases, there would be at least 2 samples from the same point. The bacteria concentrate on terminal points, so if purging is carried out, bacteria are lost.
	Taken into account

	1. Place the tap (if single or thermostatic) in the maximum hot or cold water position depending on the system to be sampled.
a) If collecting sample without purging: 
1. Open the tap and fill the recipient.
2. Measure water temperature and disinfectant level

	AUTONOMOUS REGION OF NAVARRE
At the beginning of point 2: “Let the water run until stabilisation.
	a) If collecting sample without purging: 
1. Open the tap and fill the recipient collect the sample volume needed for the microbiological tests.
2. Measure water temperature and remaining parameters to be determined in situ.
3. Collect sample for the rest of the physico-chemical parameters to be analysed in the laboratory.

	REGION OF VALENCIA
Where it says: Measure water temperature and disinfectant level. 
New wording: Measure water temperature and disinfectant level in the tap. 
	

	b) If collecting sample with purge:
1. Let the water run until stabilisation, at least one minute for domestic hot water and two minutes for cold, measure the water temperature and record it and the level of disinfectant.
2. Complete the required sample volume.

	Autonomous Region of Catalonia
1: Proposes to change the Spanish abbreviation for domestic hot water and in 2 to replace “Complete the required sample volume” with “Fill the recipient with the required sample volume”.
Comment: AFCH is maintained and in relation to 2 the amendment of the text corresponding to this paragraph has been taken into account.

	AUTONOMOUS REGION OF NAVARRE
Add between points 1 and 2: “Disinfect the terminal point”.
Comment: This aspect is already covered for all types of facility in point 3 of Part D. Proper hygiene practices in sampling. 

	Samples in hot water return circuits by sample-taker are taken as in a terminal with purge, allowing the water to run previously.

	Valencian Region / Autonomous Region of Catalonia
Where it says: Samples in hot water return circuits by sample-taker are taken as in a terminal with purge, allowing the water to run previously. 
New wording: Samples in hot water return circuits in a sampling device are taken as in a terminal with purge, letting the water run previously. 
	The following wording is proposed:
IV. Domestic hot water closed-loop system
Sampling in hot water return circuits with a sampling device shall be taken as at a terminal with purge, allowing water to run, for stabilisation, for at least one minute.
There is no need to indicate disinfection of the tap (See good practice)

	AUTONOMOUS REGION OF THE BALEARIC ISLANDS
Add a paragraph
IV Return of domestic hot water circuit
1. The sample is taken directly from the sampling tap.
2. Before sampling disinfect the tap on the outside.
3. Let the water run for a minute and then fill the recipient.
	

	PART E.2. Cooling towers and evaporative condensers 

	SESA (Spanish Society for Environmental Health) / AQUA AMBIENT
PART E.2. Cooling towers, and evaporative condensers and similar systems
Comment: The title of that part is maintained in accordance with the name given in Annex I.

	The water sample for detection of Legionella spp must be taken in one of the following points, in order of preference:
1. Circuit return pipe: It is recommended that the facility have a sampling device in the closed-loop water system returning to the tower. To quantify the water must be allowed to run just to empty the pipe and for detection, it will not be allowed to run.
2. Water basin: The sample is collected as far away as possible from the supply of water and from the injection of biocidal product.
3. Determine disinfectant level and temperature

	The water sample for detection of Legionella spp must be taken in one of the following points, in order of preference:

	Comment: - It is proposed to amend its wording as follows: “The water sample shall be taken as follows:”
It is proposed to be moved as point 10 in Annex III in the Part specific to this type of facility: “10. It is recommended that the cooling tower have a sample device in the water closed-loop water system.”

	1. Circuit return pipe: It is recommended that the facility have a sampling device in the closed-loop water system returning to the tower. To quantify the water must be allowed to run just to empty the pipe and for detection, it will not be allowed to run.

	Autonomous Region of Catalonia
The “Recommendation that the facility have a sampling device in the closed-loop water system” must be deleted because Annex III Part B.4 provides that such device is mandatory
Comment: It is deleted and given that in Annex III it is recommended that the facility have a sample-take device in the water closed-loop water system that reference is maintained.(“If the sample is taken with a sampling device....”)

	2. Water basin: The sample is collected as far away as possible from the supply of water and from the injection of biocidal product.
	It is proposed to delete it. (It corresponds to the sampling programme: designation of sampling points)

	Comment:
Having assessed the content of this point and in line with what is indicated in the previous paragraphs in relation to the sampling of the physico-chemical parameters analysed or determined (whether the determination is made in situ or in the laboratory), it is considered appropriate to incorporate the reference to the sampling of parameters other than Legionella. The paragraph should be amended and a point added to that effect.
	1. Take the sample volume required for microbiological tests. In the case of sampling in the circuit return pipe: To quantify the water must be allowed to run just to empty the pipe and for detection, it will not be allowed to run. If it is taken with a sample-taking device, the water must be allowed to run to remove the first discharge of water.
2. Determine temperature and remaining  parameters to be determined in situ  as set out in the sampling programme.
3. Collect sample for the rest of the physico-chemical parameters to be analysed in the laboratory.

	3. Determine the level of disinfectant and temperature.

	Autonomous Region of Catalonia
Proposes to delete number 3 before “Determine the level of disinfectant and temperature”, as it should be included in point 2.
Comment: Given the sequence established for sampling this point is maintained. 

	PART E.3. Heated water systems or systems with temperatures similar to those of heated water systems (≥ 24°C) and aerosolisation with or without agitation and with or without recirculation through high-speed jets or air injection, multi-purpose pool sections with this type of installation, with play facilities, water play areas, water mushrooms, water curtains and waterfalls, etc., among others. 

	AUTONOMOUS REGION OF NAVARRE
Delete in the title. (“...or with temperatures similar to those of heated water systems (≥24°C)...”
Comment: The name given in Annex I and retained in the other annexes is maintained, especially as the justification for the deletion of the specification in Annex I is not provided.

	Take the sample of the water from the tub, after first opening the water diffusers and air blowers for at least one minute.
1. Choose a sampling point away from the water supply.
2. The recipient is immersed at a depth of about 30 cm in the water in a practically horizontal position, but with the mouth of the recipient pointing upwards so as not to disperse the neutraliser in the recipient.
3. If a sample is taken from one of the diffusers, follow the terminal point procedure.
4. Measure temperature, pH and disinfectant level.

	
	Having assessed the content of this point and in line with what is indicated in the previous paragraphs in relation to the sampling of the physico-chemical parameters analysed or determined (whether the determination is made in situ or in the laboratory), it is considered appropriate to incorporate the reference to the sampling of parameters other than Legionella. The paragraph should be amended and a point added to that effect. For point 2 the same wording was used in Article 11(4) of the Royal Decree. 
	The sampling of the water from the tub shall be carried out as follows:
1. after first opening First open the water diffusers and air blowers for at least one minute.
2. Choose a sampling point away from the water supply. in the zone furthest away from where the water enters the tub.
3. The recipient is immersed at a depth of about 30 cm in the water in a practically horizontal position, but with the mouth of the recipient pointing upwards so as not to disperse the neutraliser in the recipient.
4. If a sample is taken from one of the diffusers, follow the terminal point procedure.
5. Measure temperature, pH and, if applicable, measure other parameters to be determined in situ (e.g. the level of disinfectant).
6. Collect sample for the rest of the physico-chemical parameters to be analysed.

	AUTONOMOUS REGION OF THE BALEARIC ISLANDS
This paragraph only describes the sampling of the pool or tub and is not in line with the sampling programme part 8.3 which cites other sampling points (accumulator and return)”
	Amended, included circuit

	Sampling must be defined in the return and midpoints of the facility according to Annex VI Part B3 of the sampling programme.

	Autonomous Region of Catalonia
Proposes deleting the last sentence or putting it in all sections for all facilities.
	The paragraph is deleted

	AUTONOMOUS REGION OF NAVARRE
The last paragraph shall begin with: “If necessary”, ...
	

	AUTONOMOUS REGION OF THE BALEARIC ISLANDS
Delete: “Sampling must be defined in the return and midpoints of the facility according to Annex VI Part B3 of the sampling programme.
Justification: This sentence must be some comment made on the legislation in the same sense as that stated.
	

	PART E.4. Other facilities

	In order to take samples in the other facilities described in this RD, the procedures established for cooling circuits, drinking water systems or hydromassage tubs (heated water with constant agitation and recirculation, etc.) must be used as a reference according to the similarity of the facility to be sampled.

	SESA (Spanish Society for Environmental Health) / AQUA AMBIENT
To take samples in the other facilities described in this RD, the procedures established for cooling circuits, drinking water systems or hydromassage tubs (heated water with constant agitation and recirculation, etc.) must be used as a reference according to the technical similarity of the facility to be sampled. (Justification: better to specify to avoid other types of similarities.)
Bearing in mind that: Annex I is not intended to be a positive list of facilities covered by the RD, plus the fact that not all the facilities listed in that Annex are described in the RD, it is considered appropriate to replace “as described in this RD” by “; facilities covered by this Royal Decree.” In turn, it is proposed to replace the designations of the facilities by the part in which they are listed or, failing that, the designations listed therein will be retained: Cooling towers and evaporative condensers; drinking water systems and heated water systems or systems with temperatures similar to those of heated water systems (>24°C) and aerosolisation with/without stirring and without recirculation. (Recirculation has not been described for the latter)
Comment: Amended accordingly.
“For sampling at the other facilities covered by this Royal Decree, the procedures set out in Parts E.1 to 3 must be used as reference according to the technical similarity of the facility to be sampled.”

	PART F. Samples for analysis of legionella spp in biofilms by swabbing

	
	In the title: An improvement in the wording of the title is proposed:
Comment: Part F. Biolayer sampling for Legionella analysis

	1. When greater knowledge of the contamination of the facility is required, to find out whether Legionella spp is detected and minimise its risk, it is recommended to study the biofilm of the facilities to investigate Legionella spp. These situations would be:
a) when the health authority so decides.
b) when an investigation follows the declaration of cases/outbreaks that may be associated with the facility.
c) when the aim is to check the effectiveness of shock cleaning and disinfection treatments.
d) when the technical head considers it appropriate in situations such as routine sampling of facilities with previous and recurring presence of Legionella spp, in routine sampling carried out in the facilities of sensitive establishments, when carrying out the initial diagnosis and identification of critical points, and depending on the purpose pursued in the investigation, etc.

	AUTONOMOUS REGION OF LA RIOJA
1. When greater knowledge of the contamination of the facility is required, to find out whether Legionella spp is detected and minimise its risk, it is recommended to study the biofilm of the facilities to investigate Legionella spp. Change These situations would be to: This procedure shall apply where:
	Comment: It is amended to this effect "1. When greater knowledge of the contamination of the facility by Legionella is required, to find out whether Legionella spp is detected and minimise its risk it is recommended to study the biofilm of the facilities to investigate Legionella spp to investigate its presence in the biofilms of the facility. These situations would be when In particular biofilms must be analysed when:

	
	Having revised the content of this paragraph we propose to delete:  “to find out whether Legionella spp is detected and minimise its risk”; ‘spp’ to continue with the generic reference to Legionella made in the rest of the RD.
	

	Laboplus (Group of Private Environmental Health and Food Safety Laboratories)
c) It is proposed to check the effectiveness of shock cleaning and disinfection treatments at the indication of the technical head or the health authority. (Justification: It should be specified in more detail whether it is essential to carry out this type of sampling whenever a shock treatment is carried out or whether it is at the discretion of the health authority or the technical head)
Comment: The proposal concerns the investigation of Legionella in biolayer or biofilm, whenever a shock C&D treatment is required. This is justified by the reasons for which the C&D shock treatment was carried out (Notifications of cases/outbreaks). For this reason the wording is maintained.

	AUTONOMOUS REGION OF NAVARRE
In (d) change “sensitive facilities” to “priority facilities”
	Amended as follows: 
“(c) The technical head considers it appropriate, depending on the purpose pursued, in the investigation of facilities with recurrent presence of Legionella, the prior detection of Legionella in priority facilities, the performance of the initial diagnosis, etc.”·

	Autonomous Region of Madrid
1 d) referring to the collection of biofilm samples mention is made of “the facilities of sensitive establishments”. We understand this to refer to priority facilities. Sensitive facilities are not defined in the Royal Decree.
	

	2. In such cases, the surface to be sampled must be swabbed with sterile cotton or synthetic swabs.

	Comment: In order not to mislead, it is proposed to delete “In these cases” and to amend the wording generally.
	“2. The sample shall be obtained by swabbing the surface to be sampled with sterile cotton or synthetic swabs”

	3. For swabbing in the specific case of drinking water taps, the following procedure must be followed, according to ISO 117310/2017 Legionella.
a) Remove the filter or shower head from the point to be sampled.
b) Insert the swab into the tap or hose by rotating it three times on the inner surface and also scraping gently on the filter or head if biofilm is evident. Insert the swab into a sterile transport tube with a known amount of neutralised water. Tightly close the top of the tube to prevent leakage.

	AUTONOMOUS REGION OF MURCIA
For gentle scraping with swab in the specific case of drinking water taps, the following procedure according to ISO 11731 must be followed. 
It is better not to put the year and to apply the current one, because if the procedure is updated it might not be applied as it would have to be the one of the 2017 version.
	For this point, the following wording is proposed:
“For gentle scraping with swab in the specific case of drinking water terminal points (taps or showers), the following procedure must be followed:
1. Remove the aerator from the tap (shower head) from the sampling point.
2. Insert the swab towards the inside of the tap (hose/shower arm) making it rotate three times on the inner surface and scrape also on the filter or head if biofilm is evident. 
3. Place the swab in a sterile transport tube with suitable diluent.
4. Close the top of the tube tightly to prevent leakage.’

	Ambientalys Consultoría y Análisis SL
Throughout the wording of this draft, reference is made to different standards, but the year of the standard is mentioned. The standard should be mentioned without reference to the year. In this way the latest version of it would always be in force. Examples: Annex VII. Part A.1. ISO 19458:2006. Part F. ISO 11731/2017.
	

	SESA (Spanish Society for Environmental Health) / AQUA AMBIENT / Miguel Sabriá Leal
3. For gentle scraping with swan in the specific case of drinking water taps, the following procedure must be followed, according to ISO 11731/2017 standard UNE 100030:2017 Legionella.
(Justification: ISO 11731 does not indicate any scraping procedure, however UNE 100030:2017 does.)
	

	Autonomous Region of Catalonia
We assume that “neutralised water” should be changed to “distilled water”, in any case we propose to evaluate it.
	The reference to the appropriate diluent type is moved to point 7 of PART C. Reagents and materials for sampling in this Annex and in turn is qualified in point 5: “5. The swab must not be placed in recipients intended for physico-chemical or microbiological tests including Legionella spp without swab, in order to avoid altering the quantification, interfering with the analytical process and the results obtained.’

	AUTONOMOUS REGION OF NAVARRE
Replace “neutralised water” with “appropriate means” Standard UNE-EN ISO 11731.
	

	BARCELONA PUBLIC HEALTH AGENCY
Point 3.b of Annex “PART F. Taking of samples for analysis of legionella spp in biofilms by scraping with swabs” provides that the swab is to be introduced into a sterile transport tube with a known amount of neutralised water. We consider that the type of diluents to be used (Page saline solution, Ringer 1/40 Solution, Saline phosphate buffer pH7.5 or sterile tap water) should be specified in accordance with the requirements of ISO 11731:2017 in Annex C. 
Proposed wording:
“Introduce the swab into a sterile transport tube with a known amount of solution according to ISO 11731:2017, Annex C. In the case of using sterile water, it shall be checked that it has no effect on the recovery of Legionella.”
	

	4. For other facilities with basins, tanks, tubs, etc., the surfaces in contact with water or the accessible ends of the pipes or nozzles must be gently scraped with swabs using the described procedure.

	AUTONOMOUS REGION OF NAVARRE 
The surface to be swabbed must be established.
Comment: It is considered inappropriate to pre-establish the dimensions of the surface to be sampled with swab due to the heterogeneity of design and accessibility of points to be sampled. 

	6. When a sample of water and a scraping of the biofilm is to be taken at the same terminal point, the water sample must be taken first and then the sample by scraping.

	AQUA AMBIENT
When a sample of water and a scraping of the biofilm biolayer is to be taken at the same terminal point, the water sample must be taken first and then the sample by scraping.
Comment: This point is listed in Part E. Sample-taking procedure depending on the type of facility. It is proposed that it be deleted.

	7. Record of sampling data by laboratories that are accredited according to ISO 11731 Water quality. Legionella count.

	Autonomous Region of Catalonia
It is not clear what this point is about.
	It is proposed to include a Part G. Sample Taking Data Register, with the following content:
1. The sample must be identified unambiguously and indelibly on its packaging or label.
2. The identification data must match the data recorded on it in the Sample Taking Register.
3. At least the following information must be collected in the Sample Taking Register:
- Day and time of sampling. (*)
- Identification of the person performing the sampling.
- Sample identification: Identification code (*)
- Nature of the sample (water, biofilm). (*)
- Neutraliser used in the sampling or, where applicable, an explicit indication to the effect that neutraliser is not used (for microbiological tests only). (*)
- Sample volume taken (*)
- Investigations to be carried out. (*)
- Identification of the sender of the sample (may or not be the same as the sample taker, establishment of provenance,) (*)
- Identification of the carrier and means of transport. (*)
- Date of delivery of the sample to the carrier (Day and time). (*)
Identification of the establishment of provenance.
- Type of facility from which the sample comes (cooling tower, domestic hot water, etc.)
- Identification of the sampling point.
- Reason for sampling.
- Results of physico-chemical parameters determined in situ:
- Temperature of sample collection (if applicable)
- Biocidal product used and concentration measured 
- Other parameters:  
- Results obtained from tests carried out on samples taken simultaneously or, failing that, unambiguous correlation with the relevant test report. 
- Remarks: 
(*). Data that must accompany the sample for analysis.

	SESA (Spanish Society for Environmental Health) / AQUA AMBIENT
7. Record of sampling data by laboratories that are accredited according to ISO 11731 Water quality. Legionella Count Standard UNE 100030
Comment: ISO 11731 does not include anything on these sampling records, but UNE 100030:2017 does, and in great detail.
	

	Comment:
Having assessed this point, we gave determined that it must be of a general nature since it applies to all samples regardless of the type of facility concerned. Therefore we propose to add a specific Part for the Register of Sample-taking.
	


	Issuer of the contribution
	Contribution
	Comment

	ANNEX VII. Methods of analysis (Corresponds to Annex V)

	Part A. Reference method for Legionella spp

	The official reference method for the detection of Legionella spp shall be that referred to in the standard: UNE EN ISO 11731. Water quality. Detection and count of Legionella.

	Autonomous Region of Catalonia

	- Proposes to add “(culture)” at the end of the sentence, because the following paragraph refers to it without its having been mentioned before.
Comment: It is worded as follows: “The reference method for the detection of Legionella spp is the culture method referred to in UNE-EN ISO 11731:2017 Water quality. Legionella Count.”

	- Proposes to add that, depending on new scientific and analytical developments, the health authority may establish methods other than culture as control methods.
Comment: Such incorporation is not considered appropriate, as it would be one of the reasons for reviewing and updating the RD and entails amending it. Otherwise, legal uncertainty could be created.

	MICROBIAL
Does this guideline imply that it will be the ONLY method that can be used in surveillance activities carried out by laboratories for third parties? Or does it mean that it will be the official method for official actions and that it can be used without prejudice to the use of rapid methods in those laboratories that so agree with their clients as a tool for effective and efficient monitoring and risk management of their facilities?
Comment: This is the method to be used for the isolation and count of Legionella (both by facilities and by the administration). Alternative methods will be used in particular situations specifically identified in the RD.

	JUAN ÁNGEL FERRER AZCONA
The detection of species and serogroup (Legionella pneumophila serogroup 1) must be required in routine analyses, not only the mere detection of Legionella spp (because of its higher incidence in cases of legionellosis, which can reach up to 90% when assessing cases diagnosed by culture isolation).
Comment: See comment made in previous annexes and related to this contribution

	FEIQUE (Spanish Chemical Industry Business Federation)
	Should include the method for determining aerobic organisms.
	The reference is included at the foot of Table 1: (1) Method of analysis: Standard UNE-EN ISO 6222 Water quality: Enumeration of culturable micro-organisms: Colony count by inoculation in a nutrient agar culture medium

	BARCELONA PUBLIC HEALTH AGENCY
	Annex VIII does not establish that the method for aerobic organism analysis has to be ISO 6222. We propose that it be indicated in a sentence in a new paragraph after PART A under the heading “Reference method for other parameters”.
	

	
	Although Article 11.3 states that "The characteristics of the results of the laboratory analysis methods shall be at least those set out in Annex VIII. Part C.”, Annex VIII does not establish any criterion for the limits of detection of legionella analyses, which parameters to analyse (presence of legionella spp, legionella spp count, identification and serogrouping, legionella pneumophila count, etc.). Nor does it lay down requirements for the results of analyses by swab, whereas this sampling method is covered in Annex VII Part E. We propose that the minimum requirements should be mentioned in PART A. (reference method for Legionella spp).
	Tests carried out in laboratories accredited with protocols according to Standard

	AUTONOMOUS REGION OF CASTILLA-LA MANCHA
An obligation should be established to indicate the level of growth of other micro-organisms if Legionella is not detected. The test bulletins should indicate whether a ‘non-detection of Legionella’ result is due to the excessive growth of other micro-organisms. 
Comment: The following paragraph is inserted: “If Legionella is not detected and this is due to excessive growth of other micro-organisms, the laboratory shall express the result as: “Legionella spp indeterminable” or “Excessive growth of micro-organisms making it difficult to detect Legionella spp”.”

	Part B. Situations where other methods of analysis may be used

	Methods of analysis other than culture may be used for the detection of Legionella spp in the following situations:
1. In investigating risk to the health of the population.
2. In investigating the occurrence of cases.
3. In investigation the occurrence of an outbreak.
4. When the health authority considers it necessary.

	1) In investigating risk to the health of the population.

	Laboplus (Group of Private Environmental Health and Food Safety Laboratories)
1. In investigating risk to the health of the population.
(the particular cases to which the concept of “In investigating risk to the health of the population” refers must be specified.”)
(Justification: In order to avoid confusion and substitution of use, it is necessary to specify to which specific cases the concept of "In investigating risk to the health of the population” refers.)
	Amended


	MICROBIAL
Request clarification of the situations referred to by the sentence: “1. In investigating risk to the health of the population”.
We understand it to refer to periodic surveillance, since this must be implemented in those facilities that may potentially affect the health of the population. It can be interpreted as a limitation to situations related to outbreaks and cases, which are however detailed separately from this situation.
DIRECTIVE (EU) 2020/2184 OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL of 16 December 2020 on the quality of water intended for human consumption, in its Annex III provides for the use of methods such as ISO/TS 12869, rapid culture methods, non-culture-based methods and molecular-based methods, in particular qPCR for risk-based verification monitoring as a complement to culture methods.
	

	Miguel Sabriá Leal
(To avoid confusion and substitution of use, the particular cases referred to by the concept of "In investigating risk to the health of the population” must be specified.)
	

	SESA (Spanish Society for Environmental Health) / AQUA AMBIENT
Include: 
5. When immediate intervention or shutdown of the facility is required in accordance with the tables in Annex V
6. When Legionella spp cannot be determined by culture due to excessive bacterial flora
(Justification: In all facilities there may be proliferation of Legionella and/or generation of states that are viable and infectious but not cultivable, and therefore undetectable by culture-based methods, as well as interference by accompanying flora. Rapid methods contribute to the mitigation of the associated risk, with a preventive purpose.
	Collected

	AELI (Spanish Association of Independent Laboratories), EUROLAB-España (Spanish Association of Test, Calibration and Analysis Laboratories) and FELAB (Association of Test, Calibration and Analysis Entities)
Allow assessment of the facility with rapid detection methods for Legionella spp (Annex VIII, Part B) in facilities with monthly sampling (Annex VI, Part C, Table 7).  Justification: Incorporation of rapid methods into the Plans (PPCL, PSL). In the control plans to ensure a minimum frequency of periodic evaluation (operational monitoring) for the early adoption of appropriate corrective measures, allow rapid determination of Legionella spp as an indicator in the periodic evaluation. If due to the size of the facility the sampling frequency is monthly, it makes little sense to use the culture method to provide us with data when it is almost time to carry out a new analysis. Additional evaluations using these methods shall not exempt the performance of the culture. 
	Established when rapid methods for Legionella determination can be used

	BIÓTICA, S.L
The Ministry of Health’s indication that species other than pneumophila and their effect on public health should not be ignored (Annex I of the draft of the new Royal Decree) is correct in relation to the current state of the art.
For environmental risk monitoring this is relevant considering that 1) the recognised bias of the diagnostic methods generally used in the definition of the clinical relevance of L. pneumophila, 2) the increasing number of other non-pneumophila species that cause the disease, 3) the expected increase in the number of individuals susceptible to contagion from environmental sources, due, inter alia, to climate change, demographic ageing and the impact of other diseases, including COVID, and 4) the variable distribution (presence and proportion) among different Legionella species according to the type of environmental sample, type of facility, and seasonal and geographical factors.
The preferential use of methods that do not exclude the detection of viable but non-culturable (VBNC) cells and are not limited by the growth of accompanying microflora, is justified in the state of the art because 1) their presence, proportion and infectiousness are recognised in environmental samples (water), 2) adaptive processes have been recognised, or processes induced by stress factors in risk facilities (treatments, materials) that determine its appearance; and 3) it is important to demonstrate the persistence of the viable form of the bacterium in the adoption and verification of preventive measures.
Therefore, the use of validated and certified methods to determine Legionella spp for a preventive purpose in the Health Control and Surveillance Plans is considered of utmost importance.)
	Established according to technical criteria

	LABAQUA, S.A. 
In Annex IV. Part B2. Reference is made to the use of Legionella rapid detection kits with stops of more than 48 hours in facilities of irregular use: Could these kits be used to replace aerobic analysis?
Comment: The requirements for this type of test have been established.

	VALERO ANALÍTICA, S.L.U
Rapid detection tests (under ISO 17025 accreditation and based on published UNE/EN/ISO methods) must be allowed, at least for quickly ruling out negative legionella samples, forcing culture according to standard 11731 when a positive is detected. This would greatly streamline and economise the entire facility control process. (There are many laboratories and maintenance companies that have been waiting to be allowed to carry out rapid detection tests to speed up the results. Please open this possibility to unblock the main bottleneck of the entire regulation, which is the use of the exasperating, ineffective, and irreproducible culture method for legionella.)
 (Note: This comment is presumably made with a view to generalising their use.)
Comment: Situations in which rapid Legionella determination methods can be used have been established

	These alternative methods shall be complementary to culture, which shall be required for the frequencies set out in the PC and PSL, and shall comply with Article 12.3.

	AUTONOMOUS REGION OF MURCIA / AUTONOMOUS REGION OF NAVARRE /AUTONOMOUS REGION OF CATALONIA / AUTONOMOUS REGION OF MADRID
Replace: PC, by: PPCL. That is the name given it in the rest of the text. 
	These alternative methods shall be complementary to culture, which shall be obligatory for the frequencies established in Part C of Annex V.
Situations in which rapid Legionella determination methods can be used have been established

	AUTONOMOUS REGION OF VALENCIA / AUTONOMOUS REGION OF CATALONIA / AUTONOMOUS REGION OF MADRID
Where it says: These alternative methods shall be complementary to culture, which shall be required for the frequencies set out in the PC and PSL, and shall comply with Article 12.3.  New wording: These alternative methods shall be complementary to culture, which shall be required for the frequencies set out in the PPCL and PSL, and shall comply with Article 12.3. 
	

	MICROBIAL
We request clarification of the phrase “These alternative methods shall be complementary to culture.” Does it mean that rapid methods will be considered as SCREENING methods, with confirmation of positive results by the reference method? 
· Revise the reference to Article 12.3.
Comment: Situations in which rapid Legionella determination methods can be used have been established

	AEAS (Spanish Association of Water Supply and Sanitation)
Delete the term “shall be complementary” in all references in the draft to alternative analytical methods (PCR, etc.,) being considered complementary to culture.
Justification: We welcome the acceptance of alternative methods for the detection of bacteria, but request that these NOT be considered as merely complementary. It has been observed on several occasions that the speed and agility of these alternative methods allow for earlier detection and therefore greater room for manoeuvre when applying the best available solution. Moreover, following the pandemic situation experienced over the past year, it has been shown that these methods are fully valid and very useful for early detection. 
Since the philosophy of monitoring critical points following a risk analysis is to anticipate the danger of an outbreak of Legionella, reliable and rapid methods are needed to allow this. This is the case for PCR (or other duly validated fast methods) that avoids waiting 4 to 10 days longer than required for confirmation (minimum 2 days). These techniques can detect culturable and non-culturable bacteria and therefore an abnormal change in Legionella values signals the need to carry out a culture. 
The culture method requires a lot of manipulation and experts recognise that recovery is very variable (for example, results ranging from 3 to 300 can be obtained for the same quality control). Given the high sensitivity of this technique, the limits should be reviewed for the genomic units detected and which require confirmation by culture. 
Using PCR (or other duly validated rapid methods) is a more proactive view than the fully viable culture method. Many laboratories have already been equipped with thermocyclers for example to include PCR in their analyses.
Comment: These alternative methods shall be complementary to culture, which shall be obligatory for the frequencies established in Part C of Annex V.
Situations in which rapid Legionella determination methods can be used have been established

	AEAS (Spanish Association of Water Supply and Sanitation)
In references to “Culture of Legionella spp.” include “... or Legionella pneumophila.” Justification: Both must be considered because the most serious conditions for humans in case of infection are linked to Legionella pneumophila rather than Legionella spp. 
Comment: Technical criteria have been followed

	BIÓTICA, S.L
Add this paragraph to establish a mandatory minimum of facility assessments.
The assessment of the facility using rapid detection methods for Legionella spp (Annex VIII, Part B) shall exempt from culture (Annex VIII, Part A) a maximum of twice a year for facilities whose sampling frequency (Annex VI, Part C, Table 7) is monthly and once in the remainder. Additional evaluations using these methods shall not exempt the performance of the culture.
(Justification: 1) cover and not neglect the risk component associated with culture limitations, 2) minimise the economic impact of the application of alternative methods, 3) reduce the generation of type III sanitary waste associated with culture practice, 4) improve the effectiveness of active control against Legionella, 5) ensure a minimum frequency of periodic evaluation (operational monitoring) for the early adoption of appropriate corrective measures, 6) complement culture, which verifies that the plan itself (PPCL, PSL) is correct and relevant (verification monitoring), 7) enable the rapid identification of Legionella spp as an indicator in the periodic evaluation (Chapter III - Health Control and Surveillance Plans), 8) take preventive measures in time to avoid endangering the health of the population (Annex VIII, Part B, Investigation of risk to the health of the population), 9) promote risk-oriented management in line with the WHO Manual for the Development of Water Safety Plans (PSA) and coordination with related regulations (Directive (EU) 2020/2184 on the quality of water intended for human consumption), 10) reduce exposure time for susceptible individuals, 11) the current draft legislation indicates the use of rapid methods in Annex IV, Part B (Cleaning and disinfection of cooling towers and evaporative condensers) and the omission of equivalent indications could create discrepancies that in turn would lead to legal uncertainty as regards their application in other types of facilities that have had significant cases and outbreaks.)
Comment: These alternative methods shall be complementary to culture, which shall be obligatory for the frequencies established in Part C of Annex V.
Situations in which rapid Legionella determination methods can be used have been established

	PART C. Characteristics of the results

	Autonomous Region of Catalonia
Proposes that consideration be given to including minimum requirements for Legionella analysis in terms of limits of detection, requirements for analysis by swab, as well as the aerobic organism analysis method (RD 865/2003 refers to ISO 6222)
Comment: The reference to the anaerobic method is referred to in the foot of Table 1

	BARCELONA PUBLIC HEALTH AGENCY
Although Article 11.3 states that "The characteristics of the results of the laboratory analysis methods shall be at least those set out in Annex VIII. Part C.”, Annex VIII does not establish any criterion for the limits of detection of legionella analyses, which parameters to analyse (presence of legionella spp, legionella spp count, identification and serogrouping, legionella pneumophila count, etc.). Nor does it lay down requirements for the results of analyses by swab, whereas this sampling method is covered in Annex VII Part E. We propose that the minimum requirements should be mentioned in PART A. (reference method for Legionella spp).
Comment: It is necessary to develop a PPCL or a PSL to determine all maintenance and treatment requirements of a facility

	FRANCISCO RAMÓN FORTEA PÉREZ
When approving the results, and actually improving the control system against legionella, not only the CFU/L of the test sample should be determined, but also the minimum limit of detection (LD) to be set by the laboratory. Since based on the ISO 8199 standard in force, the results from 1xLD to 4xLD should be considered as micro-organism detection, in the sample volume analysed and the results from 4xLD to 9xLD should be considered as estimated counts, in the sample volume analysed. Since it is not the same to detect 25 CFU/L using an LD=25 CFU/L as to detect 100 CFU/L using an LD=100 CFU/L.
Comment: An accredited laboratory always sets the detection limit

	The analytical methods used in the laboratory shall be capable of having uncertainties as indicated in Table 10

	SESA (Spanish Society for Environmental Health) / AQUA AMBIENT
Turbidity

 20%
Conductivity 
15%
pH 

0.25
Total iron
 20%
Level of biocide 
20%
Comment: These are the uncertainties that can now be technically achieved. The lower the uncertainty the better, since the result will be a more reliable indicator of the water quality
Comment: Accepted.

	PART D. Rapid detection kits for the determination of biocidal product levels

	Autonomous Region of Madrid
PART D. Rapid detection kits for the determination of biocidal product levels
From the wording it appears that it does not refer only to the biocidal product and could include other monitoring parameters in water. (pH, conductivity, etc.). If so, it should be added to the title “and other physico-chemical parameters”.
Comment: Refers exclusively to biocidal products

	Devices or kits to measure the biocidal product level must be available

	AUTONOMOUS REGION OF NAVARRE
Amend: Add at the end of the first paragraph “as provided in the authorisation decision.” Or “according to authorisation decision.” Reason: The authorisation describes the devices or measuring kits valid to measure the level of the biocidal product.
Comment: It is an aspect listed in point 3 of Part C.3 (Reagents and sample-taking materials) of Annex VII. 

	Devices or kits used in water controls shall comply with UNE-ISO 17381 “Water quality. Selection and application of ready-to-use test kit methods in water analysis” 

	AUTONOMOUS REGION OF NAVARRE
The second paragraph provides that devices or kits must comply with UNE-ISO 17381. We are surprised that all the kits mentioned in the biocidal product authorisation resolutions actually meet this condition.
Comment: It is worded as follows: “Devices or kits used in biocidal product level controls shall comply with UNE-ISO 17381. Water quality. Selection and application of ready-to-use test kit methods in water analysis.

	Written procedures must be available for on-site analysis methods used for the quantification of parameters and limits of detection or quantification, prioritising telematic monitoring and control systems.

	
	This section corresponds to aspects relating to the sampling programme.
In turn, the reference “prioritising telematic monitoring and control systems” is addressed in Article 7.4.d) of the draft RD.
	It is therefore proposed to include it as a point in Part A. (General aspects of Annex VI (sampling programme), with the following wording:
“The sampling programme shall include a reference to the test method(s) used for the determination of each parameter which shall at least meet the requirements set out in Annex VIII. For analytical tests performed in situ, they shall also include written procedures of the analytical methods used to quantify the parameters and the detection or quantification limits of such tests.”


	Issuer of the contribution
	Contribution
	Comment

	ANNEX IX. Actions in the event of cases or outbreaks

	Autonomous Region of Catalonia
We propose to indicate in the title the word “case” instead of “cases”, since two cases are already considered an outbreak.
Comment: Bearing in mind that in accordance with the monitoring protocol for Legionellosis of RENAVE, an outbreak corresponds to two or more cases occurring within a time interval of one month or less, in persons who have frequented the same place in the 2 to 10 days prior to the date of first symptoms, it is considered appropriate to maintain the term “cases”. It would cover a single case such as cases dispersed over time beyond what was envisaged for the definition of an outbreak.

	SESA (Spanish Society for Environmental Health) / AQUA AMBIENT
ANNEX IX. Actions in the event of high presence of Legionella, cases or outbreaks
Comment: Annex V. Corrective measures include the measures to be taken on the basis of the levels of Legionella detected. These would be measures comparable to a “situation of health emergency”. The identification of cases or outbreaks is evidence that the situation is not under control.

	The notification of cases of legionellosis associated with a facility triggers a series of epidemiological, microbiological and environmental studies, which are the responsibility of the health authority.

	AUTONOMOUS REGION OF LA RIOJA
When a case of legionellosis is notified, it is not known in advance which facility may or may not be associated with it, so we propose to delete the following wording:  The notification of cases of legionellosis associated with a facility triggers a series of epidemiological, microbiological and environmental studies, which are the responsibility of the health authority.  And change it to: The notification of cases of legionellosis activates the relevant environmental investigation to identify, and if possible to associate, the case with a facility at risk. “
Comment: It is worded as follows: “The notification of cases of legionellosis activates the relevant environmental investigation to identify, and if possible to associate, the case with a facility.”

	I. Shock cleaning and disinfection in the event of an outbreak

	AUTONOMOUS REGION OF NAVARRE
	Remove from the title “... in the event of an outbreak”
	Amended accordingly

	Autonomous Region of Madrid
It refers to actions in the presence of cases or outbreaks, and provides for shock cleaning and disinfection treatment in the event of cases or outbreaks. However, it is also used in the event of high counts. So it could simply be called “shock cleaning and disinfection treatment” to be used in the event of cases, outbreaks or high counts.
Comment: Shock treatment is reserved exclusively for detection of cases or outbreaks.

	SESA (Spanish Society for Environmental Health)
I. Shock cleaning and disinfection in the event of detection of high counts of Legionella, cases or outbreak 
Comment: See comment on the amendment to the title.

	AQUA AMBIENT
I. Shock cleaning and disinfection in the event of detection of high counts of Legionella, cases or outbreak (Justification: The action tables in Annex V refer to this Annex due to the high presence of Legionella, without the need for cases or outbreaks.)
	See comment on the amendment to the title. These tables have unified the criterion of maintaining the ‘shock treatment’ exclusively for the purposes of cases and outbreaks.

	Laboplus (Group of Private Environmental Health and Food Safety Laboratories)
I. Shock cleaning and disinfection in the event of an outbreak
(Justification: The term shock cleaning and disinfection should not be qualified by the addition of in the event of cases or outbreak, since it can also be used in other scenarios such as high contamination of the facility as described in Annex V, more intensive treatments in case of facility situations not related to cases or outbreaks, etc.)
	

	1. Shock cleaning and disinfection in the event of cases or outbreak will be for the purpose of eliminating bacterial contamination. Cleaning shall be carried out taking into account the basic principle of thorough cleaning before disinfection. Disinfection will be addressed even in the absence of microbiological results, but not before sampling. The treatment chosen shall not interfere as far as possible with the normal functioning of the building or facility in which the affected installation is located.

	Autonomous Region of Catalonia
With reference to the phrase “Disinfection will be addressed even in the absence of microbiological results, but not before sampling”, we consider it appropriate to add that it is a general criterion, since in some cases it may not be possible to take samples for some reason and yet disinfection would be necessary. For this reason, we propose the following wording: “As a general criterion, disinfection shall be addressed even in the absence of microbiological results, but not before sampling”.
Comment: The provisions of the second and third paragraphs of the Annex must be borne in mind. It is therefore up to the health authority to establish the adoption of measures without taking the sample in advance. 

	Laboplus (Group of Private Environmental Health and Food Safety Laboratories) / Miguel Sabriá Leal
1. Shock cleaning and disinfection in the event of cases or outbreak shall aim to eliminate the... building or facility in which the affected installation is located, unless the health authority orders the closure of the building or facility.
(Justification. If there is a major outbreak associated with a building or facility, it is likely that the health authority will need to provisionally close that building or the affected facility, and in this situation it is easier to carry out cleaning, disinfection and structural renovation tasks.)
Comment: The precautionary measures to be taken by the Health Authority, including the total or partial stoppage of the facility, are referred to in Article 4. Therefore, they do not need to be included in the Annex.

	DIPSALUT (Independent Public Health Body of Girona Provincial Council)
Concentration and acting time of biocide, in tank and network?
Comment: The aspects relating to the concentration and time of action of the disinfectants used have been discussed in Annex IV.

	2. This treatment, and/or additional action in the event of an outbreak, consists of two phases: a first outbreak treatment, followed by continued treatment, to be carried out in accordance with this Annex

	Autonomous Region of Catalonia
	Understands that “outbreak treatment” should be replaced by “shock treatment”.
	Amended as follows: 2. This treatment consists of two phases: a first treatment, followed by continued treatment, to be carried out in accordance with this Annex

	MINISTRY OF SCIENCE AND INNOVATION
	Finally, in Annex IX. Section I (Shock cleaning and disinfection in the event of cases or an outbreak) in point 2 (page 57/62), where it says: “This additional treatment and/or action, in the event of an outbreak, consists of two phases: a first outbreak treatment, followed by continued treatment (...)”, should read: “This additional treatment and/or action, in the event of an outbreak, consists of two phases: a first shock treatment, followed by continuous treatment (...)”
	

	Autonomous Region of Navarre
	Change: “outbreak treatment” to “shock treatment”
	

	Pall España, S.A.U.
It is suggested to include the microbiological filtration measure at the end point, or avoid the use of water, until the facility ceases to be a health risk. (Note: Attached list of regulations and recommendations from different European countries)
Comment: It is a structural aspect that has been discussed in Annex III.

	LABAQUA, S.A. 
Exposure time and biocidal product concentration are not reflected in cleaning and disinfection programmes: How must we act with sodium hypochlorite? 
	The aspects relating to the concentration and time of action of the disinfectants used have been discussed in Annex IV.

	ATA ECOTECNOLOGÍA E HIGIENE DEL AGUA, S.L.
The whole procedure seems to me to be very basic and without detailing concentrations/time, subsequent draught measures. And procedures should be differentiated between facilities with cases or outbreaks, the difference is significant. 
	

	INDESTYA, S.L. 
Apart from leaving very open the concentrations to be used in outbreak disinfection, part A2 point 7 speaks of continuous treatment for three months, but no reference is made to biocidal product concentrations, although there is reference to temperatures. 
	

	Comment:
It is proposed to incorporate a point 3 concerning the recording of the measurements carried out and their integration into the C&D programme of the PPCL
Although it underlies the principles of the PPCL, because it does not correspond to planned actions, it is considered appropriate to reinstate it as a reinforcement.
	3. The results of each of the measurements made in the shock cleaning and disinfection shall be recorded and integrated into the records of the PPCL cleaning and disinfection programme.

	PART A. Indoor drinking water facilities

	PART A.1. Tank 

	In tank: it is done in the same way as preventive cleaning and disinfection.

	
	Throughout the Annex, reference is made to “Preventive cleaning and disinfection”.
In order to unify with the contents of the rest of the Annexes, and in line with the provisions of Article 7 (PPCL and the programmes forming it), which includes preventive cleaning and disinfection, it refers to the cleaning and disinfection established in the PPCL treatment programme. That is why the corresponding amendments will be made throughout the Annex.
	In tanks it is carried out in the same way as cleaning and disinfection established in the programme of cleaning and disinfection of the PPCL

	PART A.2. Network

	In the network it is done in the same way as preventive disinfection but adding the following points:

	AUTONOMOUS REGION OF NAVARRE
Amend first paragraph: “In the network preventive cleaning and disinfection is done in the same way, adding the following points
Comment: In the network cleaning and disinfection is carried out in the same way as that provided for in the C&D Programme of the PPCL, but adding the following:

	1. Once the tank is cleaned, disinfected and emptied, it is filled with a sufficient volume of drinking water and disinfected again, maintaining this concentration at all points of the domestic hot and cold water networks, with periodic monitoring every hour of the biocidal product level, and maintaining an appropriate pH.

	AUTONOMOUS REGION OF THE BALEARIC ISLANDS
Note: In the network it is done in the same way as preventive disinfection, but adding the following points:
1. Once the tank is cleaned, disinfected and emptied, it is filled with a sufficient volume of drinking water and disinfected again, maintaining this concentration at all points of the domestic hot and cold water networks, with periodic monitoring every hour of the biocidal product level, and maintaining an appropriate pH.
Comment: Previously it said for 12 hours
Comment: Time periods cannot be established because it will depend on the biocidal product used

	PONTEVEDRA TERRITORIAL HEALTH DEPARTMENT (GALICIAN REGIONAL GOVERNMENT)
No indication of the time the biocidal product has to be kept in the tank and water network, despite saying it has to be controlled every hour. Nor is the level of disinfectant indicated.
Comment: The aspects relating to the concentration and duration of the disinfectants used have been discussed in Annex IV.

	SESA (Spanish Society for Environmental Health) / AQUA AMBIENT
1. Once the tank is cleaned, disinfected and emptied, it is filled with a sufficient volume of drinking water and disinfected again, maintaining this concentration at all points of the domestic hot and cold water networks, with periodic monitoring every hour of the biocidal product level, the result of which must be recorded, and maintaining an appropriate pH.
	The aspect relating to the recording of the results obtained has been incorporated in general terms (see point 3 in section I. “Shock C&D in the event of cases or outbreak” in the Annex)

	Miguel Sabriá Leal
1. Once the tank is cleaned, disinfected and emptied, it is filled with a sufficient volume of drinking water and disinfected again, maintaining this concentration at all points of the domestic hot and cold water networks, with periodic monitoring every hour of the biocidal product level, the result of which must be recorded, and maintaining an appropriate pH. “(Justification: In this way, it is ensured that there is a record that allows to evaluate later whether deviations that may occur during the disinfection treatment have been corrected.)
	

	7. In exceptional situations or in the event of an outbreak, proceed to continuous water treatment for three months and ensure that the operating temperature at those points for domestic hot water is between 55 and 60°C.

	Autonomous Region of Catalonia
Proposes:
- Amend this sentence as follows: “Proceed to continuous water treatment, maintaining the maximum permitted dosage of the biocidal product for 3 months and ensure that the operating temperature is between 55 and 60°C” (as in the current Royal Decree). 
- Specify the concentration in the case of hypochlorite or chlorine derivatives.
Comment: Regarding the reference to hypochlorite, it has already been addressed throughout this document on the basis of the contributions received in this regard.

	SESA (Spanish Society for Environmental Health) / AQUA AMBIENT
Procedure to include.
in the case of disinfection with sodium hypochlorite as a biocidal product:
1. Chlorinate with 15 mg/l of free residual chlorine, keeping the water below 30°C and at a pH of 7-8, and maintain for 4 hours (alternatively 20 or 30 mg/l of free residual chlorine may be used for 3 or 2 hours, respectively).
2. Neutralise, empty, thoroughly clean the tanks, repair damaged parts, rinse and fill with clean water.
3. Rechlorinate with 4-5 mg/l of free residual chlorine and maintain for 12 hours. This chlorination should be done sequentially, i.e. by distributing the disinfectant in an orderly manner from the beginning to the end of the network. Open by sector all taps and showers, for 5 minutes, sequentially, check at the terminal points of the network 1-2 mg/l.
Cleaning and disinfection of all detachable and difficult to disassemble parts shall be carried out as set out in section B(c) of this Annex.
It is necessary to renew all those elements of the network in which anomalies are observed, especially those affected by corrosion or scale.
Regardless of the disinfection procedure followed, continuous water treatment must be carried out for three months in such a way that 1-2 mg/l of free residual chlorine for cold water is detected at the terminal points of the network and that the operating temperature at those points for domestic hot water is between 55 and 60°C.
These activities will be reflected in the maintenance register.
Justification: It is important to indicate the same thing as RD 865/2003, which is a standard protocol that has been confirmed effective over the years. On the other hand, it does not seem appropriate for the dose of the biocidal product (chlorine or other) not to be indicated although the action time is referred to.
Comment: At present, it is not possible to establish a treatment with exclusive reference to hypochlorite.

	Thermal disinfection is not recommended in the drinking water network as a shock treatment. Where deemed necessary, the procedure described in Part A.6 of Annex IV shall be followed.

	Region of Valencia
Suggestion: Where it says: Thermal disinfection is not recommended in the drinking water network as a shock treatment. Where deemed necessary, the procedure described in Part A.6 of Annex IV shall be followed. 
New wording: Thermal disinfection is not recommended in the drinking water network as a shock treatment. Where deemed necessary, the procedure described in Annex IV, Part A.6 shall be followed. 
Comment: It is worded as follows: Thermal disinfection is not recommended in the drinking water network as a shock treatment. Where deemed necessary, the procedure described above shall be followed.

	SESA (Spanish Society for Environmental Health) / AQUA AMBIENT
Procedure to include.
the procedure to be followed in the case of thermal disinfection shall be as follows:
1. Empty the system, and if necessary thoroughly clean the walls of the tanks, clean accumulators, perform the necessary repairs and rinse with clean water.
2. Raise the temperature of the hot water to 70°C or more in the accumulator for at least 4 hours. Subsequently, open all taps and showers for ten minutes sequentially.  Check the temperature so that all terminal points of the network reach 60°C.
Regardless of the disinfection procedure followed, continuous water treatment must be carried out for three months in such a way that 1-2 mg/l of free residual chlorine for cold water is detected at the terminal points of the network and that the operating temperature at those points for domestic hot water is between 55 and 60°C.
These activities will be reflected in the maintenance register.
Justification: It is important to indicate the same thing as RD 865/2003, which is a standard protocol that has been confirmed effective over the years.
On the other hand, it does not seem appropriate for the dose of the biocidal product (chlorine or other) not to be indicated although the action time is referred to.
Comment: At present, it is not possible to establish a treatment with exclusive reference to hypochlorite.

	PART A.3. Domestic hot water accumulators and terminal elements

	
	It is proposed to amend the title by incorporating the points (taps and showers) of the drinking water system
	PART A.3. Domestic hot water accumulators and terminal points

	PART B. Cooling towers and evaporative condensers

	SESA (Spanish Society for Environmental Health) / AQUA AMBIENT
PART B. Cooling towers and evaporative condensers and similar systems
Comment: The name referred to in Annex I is retained.

	AUTONOMOUS REGION OF CATALONIA
As mentioned above, for the procedure we consider that cleaning should be first, followed by disinfection
Comment: Except in cooling towers due to a biological risk to the worker

	AQUA AMBIENT
Recirculate the system for 3 hours, with the fans disconnected to prevent biocidal product output into the environment. The biocidal product and pH level must be measured at least every hour and the result recorded and the chemical products must be topped up as necessary.
Comment: The aspect relating to the recording of the results obtained has been incorporated in general terms (see point 3 in section I. “Shock C&D in the event of cases or outbreak” in the Annex)

	AUTONOMOUS REGION OF NAVARRE
Proposes: Replace the first paragraph and the first 7 points with: “Preventive cleaning and disinfection is carried out in the same way, adding the following points:”
Re-numbering from point 8 onwards
Comment: It is amended accordingly (without indication of ‘preventive’), following the same profile as that provided for the drinking water system.

	8. Fill the facility with water and re-disinfect with the biocidal product authorised for this purpose, adding anti-corrosive agents compatible with the biocidal product, in an appropriate quantity. Check the biocidal product level every 30 minutes, replenishing the lost amount. The water is recirculated throughout the system, keeping the fans disconnected and the apertures covered.

	Region of Valencia
Where it says: Fill the facility with water and re-disinfect with the biocidal product authorised for this purpose, adding anti-corrosive agents compatible with the biocidal product, in an appropriate quantity. 
New wording: Fill the facility with water and re-disinfect with the biocidal product authorised for this purpose, adding, if appropriate, anti-corrosive agents compatible with the biocidal product, in an appropriate quantity.
	Accepted.

	AQUA AMBIENT / Miguel Sabriá Leal
8. Fill the facility with water and re-disinfect with the biocidal product authorised for this purpose, adding anti-corrosive agents compatible with the biocidal product, in an appropriate quantity. Check the biocidal product level every 30 minutes, recording the result and replenishing the lost amount. Water is recirculated throughout the system, for at least two hours, keeping fans disconnected and apertures plugged. (Justification: In this way, it is ensured that there is a record that allows to evaluate later whether deviations that may occur during the disinfection treatment have been corrected. A biocidal product recirculation time of at least 2 hours is determined).)
	The aspect relating to the recording of the results obtained has been incorporated in general terms (see point 3 in section I. "Shock C&D in the event of cases or an outbreak” in the Annex)

	Part C. Heated water systems or systems with temperatures similar to those of heated water systems (≥ 24°C) and aerosolisation with or without agitation and with or without recirculation through high-speed jets or air injection, multi-purpose pool sections with this type of installation, with play facilities, water play areas, water mushrooms, water curtains and waterfalls, etc., among others.

	AUTONOMOUS REGION OF NAVARRE
Title See proposed deletion “or with temperatures similar to those of heated systems (≥24°C)”
First paragraph: 
· Replace the first paragraph and the first 20 points with: “Preventive cleaning and disinfection is carried out in the same way, adding the following points:”
· Modify the sequence and re-number from point 21 onwards
	Not appropriate

	1. Clearly inform about the prohibition of the use and access to the facility by users.

	AUTONOMOUS REGION OF CATALONIA
We believe that this point must also be included for drinking water systems.
Comment: Royal Decree 140/2003 establishes reporting mechanisms in the event of water supply problems.

	2. Take appropriate measures to prevent occupational risks.

	Autonomous Region of Catalonia
Considers that this point should be included for all facilities
Comment: It has been deleted as a result of incorporation into the general reference in labour matters (see Article 4)

	11. Disassemble the nozzles of diffusers, jets, showers, and thoroughly clean them by eliminating inlays and adhesions 
12. Disinfect with the biocidal product authorised for this purpose, immersing once cleaned for 30 minutes, and then rinsing with plenty of supply water

	Autonomous Region of Catalonia
We propose to unify it with point 11.
Comment: Both points merge.

	Part D. Other facilities

	The generic procedures described above can be implemented and should be adapted to each facility by the technical head of the programme.

	AUTONOMOUS REGION OF NAVARRE
	Change “technical head of the programme” to “health authority”.
	Amended

	II. Structural reforms
	
	

	New facilities and structural reforms carried out in a facility must have the required and binding technical report provided for in the RITE.

	
	This point is of a general type is contained in Article 5. 
	Proposed deletion


	Issuer of the contribution
	Contribution
	Comment

	ANNEX X - Registration/Certificate of cleaning and disinfection

	Autonomous Region of Catalonia
	

	As for the title of the annex, we understand that the word “Registration” should be deleted since it is a certificate and not a registration.
	This document has both concepts, especially if we bear in mind those laid down in Article 8 in relation to documentation and records.

	Proposes to specify “Registration No (ROESB), if applicable” instead of “Registration No, if applicable”. 
	Incorporated

	It considers that two sections should be added describing how the cleaning has been carried out and how the disinfection has been carried out or that a worksheet should be attached where it is indicated. 
	The C&D register is a part of the records that make up the PPCL and among which are the C&D procedures to be applied and the registration corresponding to its application.

	Proposes adding the recommendation that photographic material from before and after cleaning and disinfection could be attached. 
	It will be up to the operator of the facility to establish such a requirement within its PPCL.

	Proposes to add that Fax will be optional or delete. 
	Incorporated

	Proposes to add the heated water systems described in Annex I, Part B, to the phrase “In the case of drinking water systems, an annex with temperature and disinfectant levels must be attached” 
	In the PPCL, the sampling programme contains the parameters to be determined and the corresponding records.

	For a record to be kept of the person(s) who carried out the work, they consider that the certificate or document attached must also contain the signature of the person(s) who carried out the operations.
	It is contained in the new proposal for a model for this document.

	INTIME DESARROLLOS INFORMÁTICOS S.L
That the format of the document can be represented in a different way due to the different formats or digital applications, but it must always carry all the information present in this document. 
Reference to all documentation can be presented digitally and stored both in portals or digital platforms to be consulted, both by the owners of the facility, the company that performs the treatments and the inspectors. 
The format of any documentation need not be strict and it can always be presented within a different corporate framework and image, provided that it contains all the information present in the RD
Comment: Its current title is retained, it should be borne in mind that the notification article states “model document”.

	Autonomous Region of Catalonia
We propose to specify “Registration No (ROESB), if applicable” instead of “Registration No, if applicable”.
Comment: Amended accordingly

	Autonomous Region: Region of Murcia
Types of treatment that appear in the regulations (preventive and shock) are mixed with the reasons. Basically these are the reasons why the treatments are carried out on the premises: 
1. Scheduled maintenance / 2. Isolation of Legionella / 3. Cases of legionellosis / 4. Others. Specify 
Comment: It is amended to maximise the possible situations needing C&D

	Region of Valencia
- Where it says: Data of the contracted company New wording: Details of the company performing the treatment 
- Where it says: Installation notified to the Competent Authority New wording: Installation notified to the Competent Authority (if applicable) 
- Under “Preservation status of the facility” add □ Correct. 
- Suggestion: Remove “Updated diagrammatic plan of the Hydraulic installations” in the section “Preservation status of the facility”. 
- Where it says: Other products, (Present Safety and Technical Data Sheet New wording: Other products, (Present Technical and Safety Data Sheet)
Comment: This is amended with the exception of the last proposal which does not involve any change for the text proposed.

	SESA (Spanish Society for Environmental Health) / AQUA AMBIENT
- With scale, biolayer or algae
- Updated plan or diagram of the hydraulic installations
- Applicator/s of the treatment (Comment: In many cases there is more than one applicator performing C&D. All the names of the applicators should be specified, in order to avoid common situations that are currently happening, that only one applicator has the required training and qualification, while the other operators do not have it. A malpractice in the sector would be avoided.)
- Signature of the technical head of the treatment Vo Bo (Comment: Approval must be given, since usually the technical head cannot be present in all C+D operations. Therefore, he makes a general review of the certificate before signing according to the data and protocol carried out by him).
- Include: 
- Signature of treatment applicator(s). Signed: (Comment: Keep it as it is now in Royal Decree 865/2003, It is better to have the applicator sign since this directly involves the person who actually does the work and at the same time avoids possible bad practice in the sector.)
Note 2: Attach, whenever possible, photos before and after performing the C&D (Comment: Since in some cases C+D is not being performed well or even at all, but the corresponding C&D is issued. If the facility allows, photos should be attached before and after the C&D, as graphic material and evidence to avoid sloppy work and so that operatives know that they must attach photos of their work. Poor practice in the sector would be avoided.)
	- They are synonyms, as shown in Definitions. 
- Amended to that effect.
- The list of the applicators and their training is recorded in the corresponding document of the Plan. The certificate refers to a given application made by a given applicator, without prejudice to the inclusion in the C&D programme of one or more applicators.
It is already included in the proposed model certificate. 
Included
It is up to the operator of the facility or, where appropriate, the technical head to assess and determine in which situations evidence of this type is used, and this would be reflected in the documentation of the C&D programme.

	Miguel Sabriá Leal
- Updated plan or diagram of the hydraulic installations It is a semantic issue, but it is clearer what this paragraph refers to)
- Applicator/s of the treatment. Name(s) (Justification: In many cases there is more than one applicator performing C&D. All the names of the applicators should be specified, in order to avoid common situations that are currently happening, that only one applicator has the required training and qualification, while the other operators do not have it. A malpractice in the sector would be avoided.)
- Include: Note 2: Attach, whenever possible, photos before and after C&D (Justification) In many cases C+D is not being performed well or even at all, but the corresponding C&D is issued. If the facility allows, photos should be attached before and after the C&D, as graphic material and evidence to avoid sloppy work and so that operatives know that they must attach photos of their work. Bad practice in the sector would be avoided.
Comment: See comments in the row immediately above.

	Other:

	In this section, the queries formulated by CLICK PLAGAS, S.A. are reproduced in the hope that they will serve as orientation.
	No section mentions the recommended parameters or limits on biocidal products, or for disinfection, periodic water quality checks, sampling, etc. What criterion must be followed?
In hot water facilities they could indicate which procedure to follow for cleaning/disinfection/maintenance of electrical water heaters. Or are they to be considered the same as any accumulator? I also have the same question for hot water accumulators whose water is not going to be consumed, but they have an opening.
They could specify in more detail what aspects have to be included in the PPCL or PSL and which values or parameters to follow in their revisions. Or standardise them with guides or annexes so that we all follow similar criteria.
After the entry into force of the new RD.../2021, will the technical guides of the Ministry and UNE 100030:2017 remain in force?
	It is not the subject of this legislation to establish parameters or limits to the various biocidal products. Therefore, without prejudice to the specific rules applicable to biocidal products, the provisions of Article 16 (use of biocidal products) of the draft must be taken into account.
The provisions of the section on general and specific aspects dealing with the procedure for cleaning and disinfecting hot water accumulators apply to them.
As reflected in the draft, PPCLs and PSLs must be adjusted to the particular facility. Therefore, in the case of PPCLs, the text of the draft corresponds to aspects which are generally applicable to all facilities and which must be adjusted to the particular facility, hence the figure of the technical head. On the other hand, the PSLs must contain the sections indicated in the corresponding article, and it is for the technical head and the operator of the facility, using WHO recommendations in this regard as a reference, to carry out the different phases of the PSL.
The guides, as set out in the regulations currently in force, are indicative in nature and, in view of the new legislation, could be used with the same character in those aspects which do not conflict with the legislation and are adapted to the circumstances of a particular facility.
With regard to the above-mentioned UNE standard, this RD does not repeal it, but it becomes totally voluntary, as is the case with other rules not referred to in the Royal Decree and which may assist or guide the operator of the facility and the technical head of the PPCL.


Annex 3. Comments on the Report of the Consumers and Users Council
1. As a framework rule emanating from the exclusive competences that the Spanish Constitution confers on the State, we believe that it should provide for minimum parameters of intervention by the various health authorities in such a way as to ensure sufficient and harmonised protection throughout the territory. We therefore call for the development of a clear regulatory framework that provides for such minimum parameters of intervention and also requires the development of actions at intervals of time to ensure effective compliance with the self-monitoring measures provided for by the regulation for the operators of the facilities included in Annex I thereto.
The RD is basic in nature and sets out the activities to be established or, where appropriate, adopted by the health authorities. It will be for the autonomous regions, in line with the current division of competence in the field of public health, to establish the criteria and detailed aspects they deem necessary for the correct implementation of the legislation.
2. Furthermore, in order to ensure minimally adequate levels in the event of Legionella contagion resulting from the facilities covered by Annex I and, in order to enable those affected to be compensated as a result of any loss or damage, it is important that the catalogue of obligations incorporated in the draft Royal Decree should also impose on operators of facilities the obligation to take out civil liability insurance which sufficiently covers those circumstances.
It is not the purpose of the proposed legislation to go beyond its scope of health and to lay down the obligation for operators to take out civil liability insurance. In addition, Article 19 expressly refers to civil or criminal responsibilities.
3. To this end, and to the extent that legionellosis is a notifiable disease in Spain, we urge that the regulation specifically cover the number of cases determining the status of an outbreak for the adoption of appropriate preventive measures and, in the same way, address the development of a regulatory framework that expressly provides for agile, simple and comprehensive protocols for action, communication and information to the public, incorporating and involving local authorities and social and citizens’ organisations (including the most representative consumer and user associations) in such channels of communication, and to allow monitoring of the follow-up of outbreaks and access to complete information for the identification of causes, operators and facilities.
As indicated by the Consumers and Users Council in its report, legionellosis is a notifiable disease.  The Obligatory Declaration Diseases System (EDO) is a key part of the National Epidemiological Surveillance Network (RENAVE) whose purpose is to detect health problems early to facilitate the adoption of measures to protect the health of the population. Its legal basis is Royal Decree 2210/1995 of 28 December establishing the national epidemiological surveillance network;
As EDO, it has the corresponding Surveillance Protocol and the Case Notification Form that exhaustively collects the epidemiological information of interest to identify the origin of the case. The above-mentioned protocol (1) clearly and concisely defines the items defining the case (suspected/probable/confirmed) and the outbreak (Region and Nosocomial). It specifically defines as community outbreak: Two or more cases occurring in a time interval equal to or less than one month, in people who have frequented the same place within 2 to 10 days prior to the date of first symptoms and as nosocomial outbreak: Two or more confirmed cases occurred in people admitted to the same hospital within 2 to 10 days prior to the date of the first symptoms and when a common source of exposure is suspected.
This protocol and the case notification document can be found on the ISCIII website (1) and on the corresponding pages of the Autonomous Regions. ( (1) https://www.isciii.es/QueHacemos/Servicios/VigilanciaSaludPublicaRENAVE/EnfermedadesTransmisibles/Paginas/ProtocolosRENAVE.aspx.)
4. Whereas, in so far as Articles 4.2 and 18 of the draft Royal Decree impose an obligation to notify the competent health authorities of the installation or decommissioning of cooling towers, evaporative condensers or similar systems within one month of their commissioning or dismantling, in order to ensure transparency in the intervention of the various health authorities within their respective competences and in order to ensure adequate protection of citizens for the defence of their legitimate rights and interests and the discharge of responsibilities, the establishment of a publicly accessible register is called for to verify the degree of compliance with the obligations imposed by the regulation on the operators of such facilities, and specifically to report on their identity and that of any external company providing services for the fulfilment of obligations, the date on which the installation of such equipment took place, and to provide detailed information on the insurance covering civil liability arising from possible contagions, and report on the date on which the operator of the facilities was last subject to inspection by the health authorities.
With regard to the details of the information to be made available to the general public (identification of the company providing services, date of facility of devices, detailed information on liability insurance, date of facility of devices, etc.) it is estimated that the availability by the general public of such information goes beyond the aspects of transparency and the protection of citizens referred to in the report, with the possibility of infringing the aspect of data protection. On the other hand, keeping that information up to date would result in the consumption of public resources not always proportionate to the objective pursued, sometimes entailing damage, not always unjustified, to the undertakings concerned.
However, as in other sectors, it is appreciated that the basic information of notified establishments is publicly available and that the overall results of official controls carried out in the field of legionellosis control are public.
In this regard, it is proposed that Articles 10 and 19 be amended as follows: 
Article 10. “4. The health authorities within the control functions shall establish planes de control plurianuales que serán objeto de los correspondientes informes de seguimiento. Tanto los planes de control como los informes estarán a disposición del público general.”
Article 19.·”3. Health administrations, within the framework of their powers, may extend the mandatory notification to facilities other than those referred to in paragraph 1 of this Article. In any event, the list of notified facilities shall be public.’
Annex 4. Table of contributions and comments received from the Ministries
MINISTRY OF DEFENCE
The Technical General Secretariat of the Department forwards the following observations:
1. Article 9. Actions of the Health Authority.  Where it says: “b) To draw up guidelines at its territorial level on the application of this Royal Decree or supplementary legislation.” We propose: “b) To draw up guidelines in its field on the application of this Royal Decree or supplementary legislation.” (Justification: The field (of competence) may not be related to a particular territorial level, as is the case with the Ministry of Defence).
It is amended as follows: “…. Territorial level...” should read “....field of competence...”
2. For the Single Additional Provision, it proposes the following wording: “The provisions of this Royal Decree, when they affect the units, centres and bodies belonging to the Ministry of Defence and its public bodies, shall be applied by the Inspectorate General of Defence as the Health Authority of the Department, coordinating the necessary actions with the other health authorities.”
The proposed wording is incorporated.
Ministry of Transport, Mobility and Urban Agenda
The comments issued by the Technical General Secretariat of this Ministry which has previously requested a report within the scope of its competence from ADIF and ADIFAV; AENA SME SA; EASA; CEDEX; General Directorate (GD) for the Urban Agenda and Architecture; GD Roads, GD Merchant Marine, GD Organisation and Inspection; State Ports Public Entity; Renfe-Operadora; AESF; GD National Geographic Institute; GD Planning and Evaluation of the Railway Network; ENAIRE; INECO; SECEGSA; SENASA; SEPES and the Subdirectorate-General for Regulations and Technical Studies refer to:
1. Doubts regarding the term “responsible certification” in Article 5.1, therefore it is suggested to clarify whether it is a “certification” (without the term “responsible”) or a “responsible statement”.
In relation to this observation, and based on the input received in this regard at the hearing and public information, the definition of responsible statement has been included in the new draft and Article 5.1 has been amended.
2. With regard to the reference to the National Accreditation Body (ENAC) suggesting that it be replaced by “The laboratory or entity contracted by the operator of the facility carrying out the sampling must be accredited to take samples in accordance with Annex VII by the National Accreditation Body in accordance with Regulation (EC) No 765/2008 of the European Parliament and of the Council of 9 July.”. (Article 20.2 and Second Transitional Provision)
Having assessed this proposal and in order not to include in the terms of the draft Royal Decree a mutual recognition clause in relation to the accreditation of Legionella analysis by culture, it is amended in the sections of the articles referring to ENAC (Article 21.1), as proposed by the Department. 
3. In relation to the proposed redrafting of Article 11.2 Laboratories and methods of analysis, the following amendment is proposed: “Laboratories or entities performing the analyses described in Annex VIII, PART A shall be accredited for in accordance with UNE-EN ISO/IEC 17025...”.
It is amended in this sense and in the new version of the draft Royal Decree, the observation indicated in the previous point is also incorporated.
4. In relation to the proposal to assess the incorporation of the standards with the test methods to obtain these parameters, or to directly develop the test method. (Tables 1 and 7 and Article 13):
Article 13 indicating the parameters to be analysed in the samples. It is proposed to assess the incorporation of the standards with the test methods in order to obtain these parameters, or to directly develop the test method
Similarly, it is also proposed to include the test methods in the parameters in Table 1 of Annex III, in Table 7 of Annex VI and at any other point where parameters are required to be measured (parameters can be measured in many different ways and a particular one should be specified 
This indication has been assessed and for microbiological parameters it has been incorporated in Table 1. Water quality parameters, the method to be used in analysis of aerobic organisms. For the remaining parameters due to the heterogeneity of the possible methods, it is set out in Annex VII. Methods of analysis shall establish the uncertainty to be met by the method used and the indication in the issue of the result of the limit of detection.
5. With regard to the suggestion to specify the content of the installer’s responsible statement (Annex III, paragraph 1.A.7.)
Although this reference has been deleted in the new version of the Royal Decree as it appeared in the main body, a definition has been included. This is motivated by the fact that in the area of structures and equipment in addition to the health regulations other regulations come together (CTE; Rite, RSIF, etc.) that have a direct impact on the proposed standard and vice versa, and that the corresponding professionals (architects, riggers, plumbers, industrial engineers,...) must guarantee them since the technical manager of the Plan cannot bring together all the specialities in these matters.
6. With regard to completing the references to the standards cited in the document by indicating their title and version to be used and to improve references to ISO 19458 and ISO 1173 standards. 
The reference to standards has been completed with the title and for reasons of legislative economy (need to update the legislation according to changes to the version of the standard) the version to be used has not been included. 
7. Regarding the proposal that the draft should align with Regulation (EU) 2019/515 of the European Parliament and of the Council of 19 March 2019 on the mutual recognition of goods lawfully marketed in another Member State, it is indicated that the draft legionellosis RD does not directly involve the placing of goods on the market.
It must be borne in mind that, while the proposed legislation does not, in principle, involve the direct movement of goods, it may affect aspects relating to the marketing of equipment and disinfectants.
With regard to chemical and physico-chemical disinfectants, in particular biocidal disinfectants, EU legislation harmonises their marketing and import by means of three types of authorisation: express, by the Member State in which it is to be marketed, the authorisation by the Member State of destination on the basis of an application for mutual recognition (not direct recognition) on the basis of an authorisation from another Member State and the European authorisation by the European Commission. It is therefore considered that the proposal would, in principle, only affect the equipment of facilities. However, this proposal has been included as a first additional provision with the following wording.
The standards specified in this Royal Decree may be replaced by others used by any other EU Member State or party to the Agreement on the European Economic Area or any country party to a customs Association Agreement with the European Union, as long as they are demonstrated to have equivalent technical specifications.
8. For the remaining observations:
a) Regarding the ranges of Tables 3 to 8, based on this proposal and those received at the hearing and in the public information phase, the thresholds of the quantification ranges of Legionella spp have been harmonised.
b) Regarding the content of the preamble, it has been amended as follows:
1. A reference to the alignment of the initiative with the principles of necessity, effectiveness, proportionality, legal certainty, transparency and efficiency (Article 129 of Law 39/2015 of 1 October 2015 on the Common Administrative Procedure for Public Administrations) has been included in the preamble.
2. Compliance with the formalities laid down in Directive (EU) 2015/1535 of the European Parliament and of the Council of 9 September laying down a procedure for the provision of information in the field of technical regulations and of rules on information society services and in Royal Decree 1337/1999 of 31 July regulating the transmission of information in the field of technical standards and regulations and regulations on information society services.
MINISTRY OF EDUCATION AND VOCATIONAL TRAINING
The main observations issued by the Technical General Secretariat of the Ministry relate to:
1. Replace with the current name, and not that contained in the draft legislation currently under way, of professional qualifications (Article 17(4) and third transitional provision) to include the alphanumeric code with which each qualification is identified, in this case SEA492_2.
To that effect, both references are amended: “Hygienic-health maintenance of facilities susceptible to proliferation of harmful micro-organisms and their dispersion by aerosolisation (SEA492_2)”.
2. As for the remaining comments on the articles of the draft Royal Decree, the articles have been rectified in the sense indicated by the Technical General Secretariat as well by the contributions received at the hearing and public information and that forwarded in its competence by the Ministry of Labour and Social Economy.
Ministry of Labour and Social Economy
The comments issued by the Technical General Secretariat of the Ministry relate to:
1. The application of this Royal Decree should be without prejudice to the provisions of the regulations on the prevention of occupational risks, and it is therefore proposed to introduce a new provision in the Royal Decree which is the subject of the report, incorporating the wording of Article 9 of Royal Decree 865/2003 of 4 July establishing the hygiene and health criteria for the prevention and control of legionellosis, and we therefore propose the incorporation of a new provision, which reads as follows: “As regards the prevention of occupational risks, the following provisions apply: those of Law 31/1995 of 8 November on the Prevention of Occupational Risks, Royal Decree 39/1997 of 17 January approving the Regulation on prevention services, and the rest of the legislation implementing the aforementioned law, in particular Royal Decree 664/1997 of 12 May on the protection of workers from the risks related to exposure to biological agents at work and Royal Decree 374/2001 of 6 April on the protection of the health and safety of workers against the risks related to chemical agents at work.
This proposed text has been incorporated into the provisions of the Royal Decree (Article 4. Prevention of occupational risks).
2. The elimination in Article 16.3 of the draft legislation of the term “unacceptable”, in that the determination of the magnitude of the occupational risk is established by the result of the assessment of occupational risks, carried out in accordance with the provisions of Article 16.2 of Law 31/1995 of 8 November on the prevention of occupational risks and in Royal Decree 39/1997 of 17 January approving the Regulation of Prevention Services.
It has been amended accordingly (See Article 17.2)
3. With regard to the competence of the Department as regards the professional certificates referred to in the third transitional provision, currently lying with the Ministry of Education and Vocational Training in accordance with Royal Decree 498/2020 of 28 April implementing the basic organisational structure of the Ministry of Education and Vocational Training.
It has been amended to that effect.
Ministry of Industry, Trade and Tourism
The Technical Secretary General of the Department has requested a report from the Secretariats of State for Trade and Tourism, the Secretary-General for Industry and Small and Medium Enterprises and the Undersecretary. The Secretary-General for Industry and Small and Medium-sized Enterprises has made the following comments and observations:
1. “The draft Royal Decree, in view of the importance of sampling for the verification of the effectiveness of the preventive measures adopted for the prevention and control of legionellosis, introduces improvements to the establishment of specific requirements relating to the representativeness and quality of sampling and establishes accreditation as an element of guarantee thereof.
The accreditation of sampling is indeed a well-judged element of support for the reliability of the system. However, an aspect which is considered to be capable of calling into question the actual success of that decision is identified below.
The wording of Articles 10 and 11 of the proposed Royal Decree seems to imply that two types of entities are going to operate: 
i) those carrying out the sampling; and 
ii) laboratories carrying out tests on such samples; so the operator of the facility can contract both services independently.
According to the General Secretariat for Industry and Small and Medium-sized Enterprises and with the experience of this Ministry in regulating similar situations, this model presents risks that can significantly affect the reliability of the system.
These risks are due to the fact that no person ultimately responsible for declaring compliance with the requirements laid down is identified, since everything is diluted between the company taking the sample and, in this particular case, the laboratory that will receive a water sample and will therefore merely report on the presence or otherwise of Legionella in that sample and, under no circumstances on the facility in which the sample was taken, which is, in fact, the information that we understood to be the main point of interest.
The fact that the sample taker identifies the facility from which it comes does not alter this conclusion, since that is information which cannot be verified by the laboratory and therefore cannot be used when it comes to giving the result which must necessarily refer to the sample.
Therefore, there is no ultimate responsibility in the process for making a statement about Legionella in the facility, as no one controls that traceability (i.e. the unbroken chain of custody) between the sampled facility and the final result. This situation is particularly critical, for obvious reasons, when, as is usually the case, the sample taker is in charge of keeping the facilities clean, that is, the maintainer.
Requiring independent accreditation of both actors does not solve this problem, since, as has been said, the problem arises in the interface between the two activities.
For this reason, it is proposed as an alternative to establish a model in which a single organisation is responsible for the entire process, from sampling at the facility to the issue of the results for the facility and not the sample.
To this end, it is suggested to require that sample taking be the responsibility of the laboratory that is to carry out the tests, for which it should be accredited for sampling and carrying out tests (in this sense, it should be noted that ISO 17025 understands that both testing and sampling are laboratory activities).
In this case, when the sample is to be analysed, it would be possible for the laboratory to be accredited for the determination of Legionella in facilities, so the result could be given by reference to the facility, avoiding the dilution of responsibilities of the previous option.
Moreover, the fact that the laboratory must be responsible for sampling does not necessarily require that it must always take the sample, since it could use subcontracting to undertakings accredited for sampling under the conditions laid down by ISO 17025. But the fact that the sample is taken under the responsibility of the laboratory conducting the test avoids the previously identified risk of loss of traceability and chain of custody integrity.
1. In view of the above, it is proposed to amend Article 10 as follows:
Article 10. Sampling and sampling point.
“Samples shall be taken by a laboratory accredited under standard UNE-EN ISO/IEC 17025 both for the analyses described in Annex VIII, PART A and for taking samples.
Alternatively, if a laboratory is not accredited for sampling, it must contract with entities accredited to take samples under standard UNE EN ISO/IEC 17025. In both cases such accreditation shall be granted in accordance with Annex VII by the National Accreditation Body.”
In relation to the proposal to amend Article 11. Sampling and sampling point in PPCL: As a result of the contributions issued during the public consultation phase and, once assessed, taking into account the current socio-economic situation of the factors affected by the legislation, it is considered appropriate to focus the health policy on the accreditation of laboratories for the determination by culture of Legionella spp. As regards sample taking, it is established that samples must be taken under documented integrative procedures (unequivocal link between the sample taking and its result with the maintenance and treatment programmes, ensuring traceability and custody of the sample) carried out by or under the responsibility of the laboratory but without this act being the subject of accreditation and emphasising that the sample taker must be familiar with the facility (a critical point in the taking of samples) and have at his or disposal the documentation and information on the facility that is contained in the PPCL.
2. Amendment of Article 11. Laboratories and methods of analysis. In the sense of inserting in the first sentence of Article 11(2) “by the Accreditation Body (ENAC)” after “The laboratories or entities carrying out the analyses described in Annex VIII, PART A shall be accredited”.
In this respect, references to Regulation (EC) No 765/2008 of the European Parliament and of the Council of 9 July 2008 and to the national accreditation bodies of Member States of the EU or the EEA are incorporated in order to establish the principle of mutual recognition, making it possible for analyses to be carried out by laboratories from such Member States. 
3. In addition to the above, the preamble should include an express reference to the RD’s compliance with the principles of good regulation, in accordance with the provisions of Article 129 of Law 39/2015 of 1 October on the Common Administrative Procedure of Public Administrations.
That reference has been incorporated in that regard.
4. Recommendation to revise the text of the draft from the perspective of the Guidelines on Regulatory Techniques, approved by Council of Ministers Agreement of 22 July 2005. 
This review has been carried out and the deficiencies identified have been corrected.
5. General review of the RIA in order to achieve better consistency with the text of the proposed Royal Decree, since referring to its content there are differences in the operative part and in the final part, as well as the reference to the need to include the principles of good regulation.
It has been revised along these lines.
MINISTRY OF FINANCE AND PUBLIC SERVICE
The General Secretariat for Territorial Coordination of the State Secretariat for Territorial Policy and Public Service of the then Ministry for Territorial Policy and the Civil Service:
No comments on the text of the draft Royal Decree regarding its alignment with Law 20/2013 of 9 December on the guarantee of the single market or as regards competence.
In relation to the prior approval of the text of the draft Royal Decree, it forwards the following observations:
1. As regards the preamble, first of all, Article 129 of the Law provides that, in the exercise of legislative initiative and regulatory power, public administrations shall act in accordance with the principles of necessity, effectiveness, proportionality, legal certainty, transparency and efficiency, and the Rd’s compliance with these principles must be sufficiently justified in its preamble. In this regard, it is necessary that the preamble of the draft should make reference and justify its compliance with the provisions of the foregoing paragraph.
The reference to this article has been included as follows: “Furthermore the principles of necessity, effectiveness, proportionality, legal certainty, transparency and efficiency, as required by Article 129 of Law 39/2015 of 1 October on the Common Administrative Procedure of Public Administrations have been adhere to in this Royal Decree.
To this end, compliance with the principles of necessity and effectiveness is demonstrated, given the general interest on which the measures established are based, the Royal Decree being the most immediate instrument to ensure that they are achieved. The rule is in line with the principle of proportionality, since, although it imposes new obligations, they do not restrict the rights of citizens. It also complies with the principle of legal certainty and is consistent with the rest of the legal system. As regards the principle of transparency, the rule has been the subject of public consultation, hearing and public information. Finally, in relation to the principle of efficiency, this Royal Decree has ensured that the rule generates the least administrative burdens for citizens”
2. To the drafting proposal for the enactment of the draft.
It has been included with the proposed text.
3. In the last paragraph of Article 18(1):
a) These notifications shall be made using the model document contained in Annex II by telematic means unless there is a specific procedure in the Autonomous Region where the equipment is installed. On the one hand, a change of wording is suggested in order to adapt the terminology to that used by Law 39/2015 of 1 October, “notifications shall be made electronically”, deleting “by telematic means”.
b) It is not clear from the wording used whether the specific regional procedure determines the non-use of Annex II, or refers to the possibility of not making the communication by electronic means. In the latter case, it is recalled that it would not be possible for an Autonomous Region to change this, since Article 14 of Law 39/2015 of 1 October determines the subjects obliged to communicate electronically with the administration, and if the persons bound by this rule fall within the circumstances of Article 14(2), the communication must therefore be electronic.
c) It is not clear who should make such communication.
It has been amended in line with the comments in paragraphs (a) and (b). With regard to paragraph (c), the corresponding clarification has been provided by the following wording: “The operator of the facility shall notify...”
4. Article 19(2)(i) provides that “the repeated commission of minor offences, in the last 12 months, as provided by Article 35(B) 7 of the General Health Law” is a serious offence. The period laid down in this article should be reviewed since the General Health Law provides that it is has a duration of three months.
The reference is replaced by the General Law on Public Health (Article 57 (2)(b)(6), deleting the reference to the General Health Act.
5. Article 23 of Law 50/1997 of 27 November lays down specific dates for the entry into force of the rules imposing new obligations on natural or legal persons engaged in an economic or professional activity as a result of their pursuit, and the reasons for their non-application must be duly justified in the report. It should therefore be assessed whether these forecasts should be applied to this draft, since it provides, in its third final provision, for the entry into force of the rule on the day following that of its official publication.
It has been drafted with reference to the date of “2 January of the year following its publication in the Official State Gazette”.
6. To formal comments:
a) Omission of punctuation in several sentences: This shortcoming has been rectified. 
b) Align the text with the first and subsequent citation of a law. (Article 16 and Article 19): It has been amended in line with Guideline 73 of the Resolution of 28 July 2005 of the Under-Secretariat, which gives publicity to the Agreement of the Council of Ministers of 22 July 2005 approving the Guidelines on Regulatory Techniques.
c) Wrong cross reference in the definition of technical head. This definition has been deleted. 
7. In Article 4.6 the replacement is suggested of the following text “...the intended use of the facility to the provisions of this Royal Decree...” by “...the use of the facility provided in this Royal Decree...” in order to give it greater clarity.
It has been amended to that effect (Article 5.7)
8. In Article 15.1 the following error has been detected. Where it says “...the use of biocidal products and registered in the...”, it should read “...the use of biocidal products and registered in...” [error cannot be rendered in English]
This paragraph has been updated in relation to the current legislative status of implementation of EU and national legislation. In the update, it has been verified that the error identified has not been repeated.
9. In Article 17.4, the following should be corrected, so that the words "must be..." should be “must be..." in order to maintain the grammatical concordance of the expression in which it is contained. [Error cannot be rendered in English]
Error corrected.
10. Article 19(1)(a) refers to Article 57(2)(c) of the General Law on Public Health, which must be specified in the text referring to paragraph 1 thereof.
The full reference is incorporated.
11. Article 19:
a) A number of provisions of this draft are listed throughout article 19, and since they do not relate to the content of the article, it is requested that it be revised.  
This article has been revised and checked against both laws.
b) For its part, Article 19(2)(a) cites article 57(2)(b) of the same law. Clarification is requested as these paragraphs are not in keeping with each other. The same applies to paragraph (h) of the same provision.
This article has been contrasted with the content of the corresponding articles of both Laws.
c) In paragraph 3(g) of the same provision, the existence of an error has been detected, and so where it says “including”, read “including”. [Error cannot be rendered in English]
Error corrected.
12. It is suggested that more legally appropriate language be used in the first and second transitional provisions as regards the effective transit regime envisaged.
The language has been modified
13. The reference to the Ministry of Labour and Social Economy, contained in the second paragraph of the third transitional provision, to Royal Decree 2/2020 of 12 January 2020 restructuring the ministerial departments should be updated.
It has been amended with the incorporation of the text proposed by the Ministry of Education and Vocational Training.
14. In the third paragraph of the third transitional provision, reference is made in full to Order SCO/317/2003 of 7 February 2003, the nomenclature of which already appears in the first paragraph of that provision, and it is therefore suggested that it be mentioned in the latter paragraph in a shorter way in order to simplify the text.
Amended accordingly.
15. In the fourth transitional provision, the name of Royal Decree 140/2003 of 7 February 2003 must be fully named.
The full title of the aforementioned Royal Decree has been incorporated.
16. Modification of the order of the final provisions in line with Guideline 42 of the Guidelines on Regulatory Techniques establishes the order of the final provisions within the structure of a rule, so that the title of competence must be included prior to authorisations and mandates for the production of legal rules, thus altering the order of the first and second final provisions.
The order of both final provisions is altered.
17. With regard to the comments for Annex III:
in section 1(D) of Annex III, the term “consunption” should be replaced by “consumption”, in Part E) 6.d) there is an extra letter ‘s’ in the word “dimensioned”. 
Errors corrected.
b) Under heading 1 part B). The abbreviation RITE must be preceded by its full name.
This reference is mentioned for the first time in Article 6(1) (...the Regulation on Thermal Installations in Buildings (hereinafter RITE). …). It is therefore considered that the reference should be maintained. 
c) In part D) 3 of Annex IV there is a reference to Table 7 stating that it regulates the actions to be taken in case Legionella spp is detected in one of the samples analysed. Clarification of this point is requested as Table 7 contains the minimum sampling frequency, but not as mentioned above.
As a result of the comments received, this part has been amended, with the reference to Table 7 removed as it corresponded to aspects of the PPCL sampling programme rather than maintenance and treatment programmes. If applicable, the reference to the actions to be carried out in response to the detection of Legionella would correspond for this type of facility to those referred to in Table 5.
Ministry of Science and Innovation
The main observations issued by the Technical General Secretariat of the Ministry relate to:
1. With regard to the use of alternative methods to culture, given the controversy surrounding them and reflected in the RIA, it is suggested that the use of alternative methods to culture should also be covered by accreditation, since their use is limited to special situations.
“For use of alternative methods to culture, the following is noted: There is some discussion regarding the use of alternative methods to culture, judging by the number of comments contained in Annex 1 of the RIA document.
Article 11 of the draft RD mentions that laboratories using “methods of analysis other than the culture of Legionella spp” must at least put in place a quality assurance system and have it validated by an external quality control unit which shall carry out a regular audit. This is almost the same as saying that these methods should also be accredited according to UNE-EN-ISO/IEC 17025, which would become clearer in the draft RD and avoid the possibility of different interpretations or confusions. Therefore we suggest that the use of alternative methods to culture should also be covered by accreditation, since their use is limited to special situations.
In addition, the most commonly used method is PCR in different versions, and there is already an ISO standard for detection of Legionella using q-PCR: ISO/TS 12869:2012, Water quality - Detection and quantification of Legionella spp. and/or Legionella pneumophila by concentration and genic amplification by quantitative polymerase chain reaction (qPCR), which will already have been translated into Spanish, facilitating the accreditation process.
The accreditation process assesses the technical competence of a laboratory to perform the test, including the evaluation of the quality management system, checks that the laboratory is technically competent and capable of producing technically useful results, and reviews the validation of the method and the internal and external controls performed. This would ensure that the method is valid for the intended purpose.”
The use of alternative methods for the investigation of Legionella spp in the special situations expressly laid down in the Royal Decree, involves simultaneously carrying out the culture. This will make it possible, on the basis of the result of the former, to anticipate whether or not to adopt measures until the result of the culture that will be the determining factor is available. It is therefore not considered appropriate to lay down the obligation to be accredited. On the other hand, the provisions of Article 12(2) (working under quality systems with external audits) are mandatory.
In turn, given the complementarity to the culture of the rapid detection methods of Legionella, it is presumed that most of the rapid determinations will be carried out by the same analytical unit as performs the culture.
2. Inclusion of q-PCR as an alternative method: Although q-PCR may be useful in researching potential sources of infection and in monitoring applied corrective actions, and may be a good working tool used alongside culture, there is still no clear consensus as to how and when this method should be used, or how to interpret the results, as there is often little correlation between a culture result expressed in colony-forming units (CFU/L) and a PCR result expressed in Genomic Units (UG/L). It is difficult to establish the most appropriate interpretation of PCR results in a regulation and to determine the minimum levels that would require action. It is therefore not recommended that it be included in the RD draft as an alternative method to culture.”
As regards the indication of non-inclusion of the technique of q-PCR, it must be borne in mind that this method is expressly included for Legionella research in Directive (EU) 2020/2184 of the European Parliament and of the Council of 16 December 2020 on the quality of water intended for human consumption.
By not exempting samples taken within the framework of the minimum sampling frequency and C&D verifications from carrying out culture analysis, parallel results of both techniques will be available, especially if both techniques are presumed to be carried out by the same analytical unit.
3. For the remaining observations on the articles of the draft Royal Decree, correction has been made in the sense indicated by both the Technical General Secretariat and the contributions received from the public consultation.
4. For the comment on epidemiological data covered by the RIA, the identified typing error has been corrected.
Ministry of Equality
The observation issued by the Technical General Secretariat of that Ministry refers to the replacement of terms that appear only in the masculine in the text with inclusive terms [Spanish original gives examples that cannot be rendered in English, but roughly equivalent to “he or she”, “his or her”, etc.]
In this respect, and as far as possible, efforts have been made to use inclusive terms, provided that it does not add complexity to the text concerned and account has been taken, based on the pronouncement of the Royal Spanish Academy (RAE), of the inclusive nature of the masculine plural.
Ministry of Consumer Affairs
The Technical General Secretariat of the Ministry after consulting the relevant management centres of that department, had no substantive comments to make on its content. 
However, the text of the draft with marks and suggestions has been accompanied by some purely formal points of order which correspond to:
1. The explanatory part, a brief description of the structure and content of the standard in accordance with DTN 12 of the Guidelines on Regulatory Technique, approved by Agreement of the Council of Ministers of 22 July 2005 (Resolution of 28 July 2005 of the Under-Secretariat)
A brief description of the content of the articles and the annexes has been included.
2. Express mention that the Royal Decree has been drawn up in compliance with the principles of good regulation laid down in Article 129(1) of Law 39/2015 of 1 October 2015 on the Common Administrative Procedure of Public Administrations.
This observation has been reflected in the preamble to the new version of the draft Royal Decree.
3. Make express reference to the article on which they are based to have conducted such consultations, as has been done in the first sentence with section 26.2 of the Government Act.
This observation has been reflected in the preamble to the new version of the draft Royal Decree.
MINISTRY OF HEALTH
In its report on the draft Royal Decree, the Technical General Secretariat of the Ministry has issued the following observations:
To the preamble
1. With regard to the reference to the provisions of Article 129 of Law 39/2015 of 1 October 2015 on the Common Administrative Procedure of Public Administrations.
It has been included in line with other regulations recently published in the BOE.
2. Adjust the promulgation formula to change the name of the head of the Ministry of Health (now Ministra instead of Ministro) and include the reference to the prior approval of the Ministry of Finance and the Civil Service.
The amendment has been made to that effect.
3. Inclusion of a paragraph on the title of State competence on which the rule is based. This paragraph should be placed just before the promulgation formula.
This paragraph is contained in the proposal for a Royal Decree.
To the operative part
1. With regard to the use of inclusive language, based on the observation issued by the Ministry of Equality.
Efforts have been made as far as possible to do so. 
2. In relation to unifying the typographical reference to Legionella throughout the text, since in some cases it appears in italics and in others, it does not.
In accordance with the provisions of the International Code of Nomenclature of Prokaryotes (ICNP). formerly the International Code of Nomenclature of Bacteria (ICNB) the bacterium is named in italics except in the name of the Plans and we are careful not to attribute gender or number to it (it has neither) except when used in Hispanicised form.
3. With regard to the observation relating to Article 3.1 (The measures contained in this Royal Decree shall apply to the facilities described in Annex I which comply with the requirements of Chapter...).
As a result of the contributions received, we detected that the list in Annex I was being interpreted as a positive list (only facilities affected by the Royal Decree), to the detriment of the factors determining its application to a facility and which are set out in Article 1 (use of water and generating or being susceptible of generating aerosolisation). On this basis, this point has been amended to the effect that Annex I is indicative (“such as those described in Annex I”) and not a closed list and thus avoid being interpreted as a positive list.
4. In relation to the title of Chapter III and its adaptation to the full name of the instruments to be regulated therein (Legionella Prevention and Control Plans and Plant Health Plans versus Legionella) 
It has been amended in line with the names referred to in the articles that it comprises (control plans against Legionella and actions by the health authorities).
5. With regard to the comments made on Article 7(1) suggesting the following wording: The operator of a facility referred to in Annex I,...’;
In accordance with the amendment established in relation to Annex I, it is amended as follows: “The operator of a facility subject to this Royal Decree, in order to prevent the proliferation of Legionella shall be...”
6. With regard to the suggestion to clarify the wording of article 6.1 as follows: The operator of a facility referred to in Annex I shall be obliged to control and prevent the occurrence and proliferation of Legionella. To do this, he may choose between drawing up a Plan for the Prevention and Control of Legionella (PPCL) or a Legionella Health Plan (PSL). 
Amended accordingly.
7. In paragraph 2. Article 7(3) refers to “critical points” which would be described in Chapter IV. However, there is no reference in that chapter to such points under that designation (there are references, for example, to control points in Article 10.3).
This is an error. It refers to control points.
8. In Article 12.3, it is suggested that the words “based on” be changed to “based on”. 
It is considered appropriate to retain the wording of “based on”.
9. In relation to Article 13.1, for which it is proposed to replace the Latin expression in situ with the corresponding expression in Spanish. 
Bearing in mind that in the field of health sciences the Latin expression in situ refers to the analysis of a phenomenon exactly in the place and conditions where it develops, the substitution of that expression with “on site” or “in place” would mean losing the nuance of the Latin expression. It is therefore considered appropriate to maintain that expression, which is internationally recognised in the field of health.
10. Article 17(1) refers to a prior reference to training schemes in Article 8. However, the text of the provision also refers to training schemes in PPCL, which are regulated by Article 7. 
This paragraph has been amended and the new proposal makes no cross-reference to that article.
11. With regard to the comments on Article 19:
a) Article 19(1)(a) refers to Article 57(2)(c) of the General Law on Public Health, which must be specified in the text referring to paragraph 1 thereof. 
Amended accordingly.
b) in addition, Article 19. 2 h) classifies as a serious offence the carrying out of hygienic and health maintenance operations by personnel who do not have the training to perform treatment according to the legislation in force, referring to Article 57(2)(b) 4 of the General Law on Public Health. However, the latter provision refers to ‘Resistance or obstruction of actions that may be required, in accordance with the provisions of this law’, which, subject to further clarification, would not serve to cover the classification of a serious infringement intended by the draft Royal Decree. 
Has been corrected by reference to Article 57(2)(b) 1.
c) In Article 19.2 i), the reference to Article 35 b) 7 of Law 14/1986 of 25 April, the General Health Act, is incorrect, since that provision establishes as a serious offence the repeated commission of a minor offence within three months, and not twelve as provided in the draft Royal Decree.
The reference to the General Law on Public Health is amended (Article 57 (2)(b) 6
12. Remarks of a general nature, such as punctuation and errors in cross-references (Article 2(19)) or typing mistakes in different points of the operative part (Article 5(2), Article 7(4), titles of Articles 11 and 15, Article 18), the use of capital letters when referring to the annex, autonomous regions, quoting laws, have generally been corrected.
In the final part
1. In the first transitional provision, it is suggested that the title be adapted to be more explanatory, including at least the full name of the instruments to which it refers. In addition, a wording similar to this is proposed: The persons who own the facilities referred to in Annex I shall update the PPCL or implement the PSL, as appropriate, within one year of the entry into force of this Royal Decree. 
Amended accordingly
2. It is also suggested to amend the wording of the second additional provision, as its content is vague. 
We assume the reference is to the second transitional provision of the draft (Second transitional provision. Accreditation of methods of analysis. The accreditation of sampling in accordance with Annex VII by the National Accreditation Body (ENAC) shall be within one year of the entry into force of this Royal Decree.
The wording has been amended to read as follows: “A period of two years is granted for laboratories to obtain accreditation of their methods of analysis for the determination of Legionella by culture. However, laboratories carrying out the determination of Legionella by culture shall, during that period, maintain at least a quality control system in place for that activity.”
3. In relation to the third transitional provision:
a) It is proposed to draft the text as follows: The validity of the professional certificates set out in Order SCO/317/2003 of 7 February regulating the procedure for the approval of training courses for personnel carrying out the hygienic and health maintenance operations of facilities at risk of legionellosis, both initial and renewal, will be extended for six years from the entry into force of this Royal Decree. 
Amended as follows: “1. The validity of the professional certificates is extended for a period of five years...”
b) In paragraph 2 of the same additional provision, the reference to the Ministry of Labour and Social Economy should be updated in accordance with Royal Decree 2/2020 of 12 January restructuring the ministerial departments. 
It has been amended, with the text provided by the Technical General Secretariat of the Ministry of Education and Vocational Training.
c) It is also considered necessary to amend the wording of the fourth transitional provision, in particular to specify the meaning of the term “previous facilities”. 
Amended as follows: “For facilities existing prior to the entry into force of this Royal Decree...”.
Ministry of the Interior
The Technical General Secretariat of the Ministry forwards the following observations:
1. The preamble should include a reference to the principles of good regulation, in compliance with the provisions of Article 129 of Law 39/2015 of 1 October on the Common Administrative Procedure of Public Administrations.
Prior to the paragraph on the title of State competence on which the RD is based, reference to the principles of the aforementioned article has been included.
2. It would be appropriate to review the citations of the laws to which the draft refers.
References to the different regulations mentioned in line with the above-mentioned TNC guideline have been amended.
3. With regard to the report on the regulatory impact analysis, two questions arise:
a) The merits of reiterating the consideration raised with regard to the recitals part of the draft.
b) The desirability of revising - and, if necessary, correcting - the paragraph on “Structure of the Law”, included in the section “Legal Content and Analysis” in the executive summary fiche (page 2), since it specifies that “the draft Royal Decree consists of a preamble, eight chapters with 21 articles (and) two additional provisions (...)”, but this structure does not correspond to that of the submitted draft, which consists of a preamble, an operative part consisting of 20 articles, distributed in seven chapters, and, inter alia, a single additional provision in the final part. The same information is given in section “III. Content and legal analysis” of the report itself (specifically on page 8), although this time it is specified, coinciding with the text of the draft, that it has a single additional provision.
The above indications have been revised and amended.
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Legionellosis in Spain (2009-2018)








� Legionellosis was included among the notifiable diseases under Royal Decree 2210/1995.


� Excluding the 167 imported cases (Spaniards who contracted the disease in another country) and the 797 cases of foreign tourists who contracted the disease during their trip to Spain in the ten years analysed (Notified by ELDSNet (ECDC))


� WATER SAFETY PLANS � HYPERLINK "https://www.who.int/water_sanitation_health/dwq/wsp170805.pdf" ��https://www.who.int/water_sanitation_health/dwq/wsp170805.pdf� Water Safety Plans: Managing drinking-water quality from catchment to consumer. WHO. See Chapter 14: Water Safety Plan review, approval and audit. It reads verbatim:


An appropriate body, usually the regulator or their designated agents, should review and approve water safety plans prepared by suppliers or Government agencies. This process is designed to ensure that the water safety plans developed are consistent with the water safety requirements articulated within the health-based targets. The review process is essential in the overall implementation and links to ongoing audit by providing the basis from which future assessments can be based. Page 116


WATER SAFETY PLANNING (WHO) � HYPERLINK "https://www.who.int/water_sanitation_health/water-quality/safety-planning/en/" ��https://www.who.int/water_sanitation_health/water-quality/safety-planning/en/� WSPs should be implemented within a public health context, responding to clear health-based targets and quality-checked through independent surveillance.


APPCC / HACCP � HYPERLINK "https://www.euskadi.eus/contenidos/informacion/doc_seguridad_alimentaria/es_def/adjuntos/controlalimentos/inspecciones/estandar_appcc.pdf" ��https://www.euskadi.eus/contenidos/informacion/doc_seguridad_alimentaria/es_def/adjuntos/controlalimentos/inspecciones/estandar_appcc.pdf� “Standard APPCC/HACCP Basque Country Guide, Version 2017”: The authorities shall regularly monitor, through audits, the implementation and practical implementation of the Self-Monitoring Plan  to verify that the activities and results are in line with the requirements of the documentary procedure and are adequate to achieve the objective of producing safe food. Page 39


� WATER SAFETY PLANS � HYPERLINK "https://www.who.int/water_sanitation_health/dwq/wsp170805.pdf" ��https://www.who.int/water_sanitation_health/dwq/wsp170805.pdf�  Water Safety Plans: Managing drinking-water quality from catchment to consumer. WHO. See Chapter 14: Water Safety Plan review, approval and audit. It reads verbatim: An appropriate body, usually the regulator or their designated agents, should review and approve water safety plans prepared by suppliers or Government agencies. This process is designed to ensure that the water safety plans developed are consistent with the water safety requirements articulated within the health-based targets. The review process is essential in the overall implementation and links to ongoing audit by providing the basis from which future assessments can be based. Page 116.


� [LITERATURE: 4. American Society of Heating, Refrigerating, and Air-Conditioning Engineers. ASHRAE Guideline 12-2000: minimising the risk of legionellosis associated with building water systems. Atlanta, GA: ASHRAE, Inc., 2000;1-16. 


5. Sehulster L.M., Chinn R.Y.W., Arduino M.J., Carpenter J., Donlan R., Ashford D. et al. Guidelines for environmental infection control in health-care facilities. Recommendations from CDC and the Healthcare Infection Control Practices Advisory Committee (HICPAC). Chicago IL: American Society for Healthcare Engineering/American Hospital Association; 2004 [access 14 March 2021]. Available at: https://www.cdc.gov/infectioncontrol/guidelines/environmental/index.html 


6. Centres for disease control and prevention. Guidelines for environmental infection control in health-care facilities (2003) [access 14 March 2021]. Available at: https://www.cdc.gov/infectioncontrol/guidelines/environmental/index.html#anchor_1556903192 


7. National Institute of Safety and Hygiene at Work. NTP 538. Legionellosis: prevention and control measures in water supply facilities. 1999. [access 14 March 2021]. Available at: https://www.insst.es/documents/94886/327064/ntp_538.pdf/4f52d14a-744b-46ee-ac49-ea8619dd00e9 ]


� (See application documents, points 7.43 and 7.44, on pages 53 and 54 of the document.  � HYPERLINK "https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/524882/DH_HTM_0401_PART_B_acc.pdfhttps://www.hse.gov.uk/pUbns/priced/hsg274part2.pdf" ��https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/524882/DH_HTM_0401_PART_B_acc.pdfhttps://www.hse.gov.uk/pUbns/priced/hsg274part2.pdf�.)


� Region of Murcia


Delete Determination of aerobic organisms (The determination of aerobic organisms was established in RD 865/2003 so that in months when Legionella was not detected there would be a parametric indicator. In fact its presence above 10,000 CFU/ml requires Legionella sampling. Therefore, if minimum Legionella frequencies are set higher or equal to aerobic frequencies, we understand that it no longer makes sense.) 


If [determination of] aerobic organisms is maintained, set temperatures at 22 or 36°C. (It will depend on the water temperature of the facility and is covered accordingly by the Ministry of Health’s Technical Guide for the Prevention and Control of Legionellosis in Facilities).





� BIENDA: At several points of the draft Royal Decree reference is made to the analysis of iron, in most cases specifying total iron. Since in most cases the current RD specifies total iron, we assume that this is total iron. We propose that iron be changed to total iron (in this and other points where it is not specified that it is total) 


� Autonomous Region of Asturias


Table 7. In the column “Biocide” leave only “Daily with automatic reading”, deleting “continuous”.


This table shows a daily sampling of biocidal products in indoor drinking water facilities. In most of these facilities the water comes directly from a general supply network and there is no intermediate tank, so they do not have automatic biocidal product meters.


It is proposed to exempt it where there is no tank inside the facility and the water comes from a general supply network already under control.





� SESA (Spanish Society for Environmental Health)


Indoor drinking water installations in priority facilities The 22°C requirement cannot be imposed on all facilities. Each facility should be indicated at the nearest temperature to 22°C or 36°C of its water circuit for the values to be representative of the facility. 


Apart from this, there is a conflict between two tables: table 1 Parameters shows the culture temperature as 36°C, while Table 7 Minimum sampling frequency shows the temperature of 22°C.


� SESA Biocide Daily with automatic reading continuous (Comment: The frequency of continuous automatic reading of the biocidal product would require the installation of automatic reading equipment on all systems regardless of size and complexity and whether or not they have a tank or dosing of biocidal product. This is a measure with enormous costs for operators that has no technical justification. The concentration of the biocidal product in domestic hot water facilities is zero and system-wide temperature control is the fundamental parameter to be monitored. In the case of cold drinking water facilities at low risk of Legionella, the control of disinfectant is already established by the drinking water regulations. This frequency and automatic reading mode of the biocidal product only seems acceptable in those plants where disinfectant dosing is performed.





� SESA: Legionella spp and Aerobic organisms at 22°C: 


Comment: Minimum sampling frequency - The minimum sampling frequency for drinking water facilities, as set out in the table, should be reviewed. As drafted, it gives rise to a very high number of samples in drinking water, due to its not differentiating among the different types of facilities. This sampling rate is much higher than that indicated in the UNE Standard (p.98)


In addition, facilities must be differentiated:


- domestic hot water without accumulation and without return - Annual


- cold water without accumulation - Annual


- domestic hot water with accumulation and no return - Annual


- domestic hot water with accumulation and return - Semi-annual


- domestic hot water without accumulation and with return - Semi-annual


If no discrimination is made, all domestic hot water facilities will be quarterly and an installation in a private clinic may have as may as 10 terminal points and an instant heater. This would make <20 terminal points = 3 samples per quarter =12 per year. Excessive.


It should comply with the requirements of the UNE standard and not increase it further.


� SAMNOR: For this type of facility, and given the high risk posed by domestic hot water facilities, it seems to us that setting a minimum treatment is somewhat out of place and does not contribute anything to improving the hygienic quality of the facilities, safety, or to minimising the risk that they entail by their nature. Bearing in mind that a minimum quarterly frequency for legionella counts is proposed for this type of facility (Annex VII), from SAMNOR we propose that both the sampling frequency and cleaning and disinfection treatments should be proportionate, i.e. establish a half-yearly minimum frequency of treatments accompanied by sampling for legionella counts with a half-yearly minimum frequency


� CEHAT (Spanish Confederation of Hotels and Tourist Accommodations); OTEA (Hotels and Tourism of Asturias) / HOSBEC (Hotel and Tourism Association of the Valencian Region) / LÉRIDA PROVINCIAL HOTEL & CATERING FEDERATION / ASHOTEL (Hotel & Restaurant Association of Tenerife, La Palma, Gomera and El Hierro)


We do not agree with the introduction of aerobic organism analysis in drinking water circuits. This point was already covered, in hotel establishments, in the rules on drinking water and sampling criteria determined by the health authorities, and we believe that it is in this area that it must be established.


We do not agree that measurements of turbidity of drinking water are required. On the one hand, because the current parametric value (5 NTU) is very high, and we will have to take into account of the value established by the imminent new drinking water regulation. And on the other hand, because in those establishments that do not have a turbidometer because they do not have swimming pools, this control will mean that they have to acquire equipment that is expensive (purchase and maintenance) for the result it offers. 


We propose to replace the parameter with an acceptability test (colour, taste, appearance), and if preferred, associate the turbidity test with microbiological analysis.


� LEGIOPREV, S.A. There are a large number of indoor drinking water facilities that do not have accumulation tanks. If the Royal Decree makes installation of filters in the supply water obligatory - supply water that comes from the municipal public network - the obligation of weekly control of turbidity is exaggerated, and turbidity is hardly likely to vary from that of the mains water. Should change to quarterly so that it can be carried out by an accredited entity together with microbiological and physico-chemical analyses. 





� SESA. The draft RD’s criterion of promoting the automation of biocidal product level readings, a parameter that is so important in controlling Legionella, seems correct. However, it must be borne in mind that daily measurement with continuous automatic reading is not feasible with many of the biocidal products authorised by the Ministry as they do not have automatic reading systems.


� CEHAT (Spanish Confederation of Hotels and Tourist Accommodations); OTEA (Hotels and Tourism of Asturias) / HOSBEC (Hotel and Tourism Association of the Valencian Region) / LÉRIDA PROVINCIAL HOTEL & CATERING FEDERATION / ASHOTEL (Hotel & Restaurant Association of Tenerife, La Palma, Gomera and El Hierro)


In hydromassage tubs:


Given that there is already a regulation (RD 743/2013 on swimming pools) that establishes the microbiological parameters to be analysed in these facilities, we consider it unnecessary and contradictory to introduce a further parameter such as aerobic organisms at 22°C.


The proposed sampling plan for non-recirculation tubs, both in parameters and frequency and in number of samples, should be fine-tuned.


� Installations with heated water systems: Differentiate:


- Tubs with recirculation. Frequency-Monthly.


- Tubs without recirculation. Frequency: semi-annual


Comment: Hydromassage tubs with recirculation should be differentiated from those that do not have recirculation, in accordance with Annexes III and IV and UNE 100030:2017


As it is drafted at present, for a tub in a hotel room (where it is the client himself who fills it and uses it or not) and as indicated in the table, one sample a month would have to be taken, or none. Depending on the interpretation.


� The rules should be more restrictive for spray evaporative cooling devices using aerosol cooling elements (microclimates) in terms of the frequency of analyses, results and corrective measures to be carried out. Due to our experience and the temperatures we have in our city, we believe that they should be carried out, if they operate seasonally, with a monthly frequency for aerobic organisms and quarterly for Legionella and the corrective measures should be applied with values >1,000 Legionella.


� Comment: The row of Other facilities that can produce more aerosolisation, as the other facilities with and without recirculation are already defined afterwards.


� INMA RODRIGUEZ MORA; The need to determine the monthly pH for “other facilities that can produce aerosolisation without recirculation” does not make much sense because it will be the same as that of the supply water, so we suggest it be eliminated. In addition, Table 2 indicates as a reference value “variable depending on the biocidal product” which makes no sense if the disinfection treatment is physical or if a biocidal product is not added to the equipment continuously, as is the case for non-recirculation facilities. 
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