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REGULATORY IMPACT ANALYSIS REPORT ON THE DRAFT ROYAL DECREE ON FERTILISER PRODUCTS
A) DESIRABILITY OF THE PROPOSAL
1. NEED AND DESIRABILITY OF THE DRAFT REGULATION.
Background
Royal Decree 506/2013 of 28 July 2013 on fertiliser products lays down the basic standards on fertiliser products not considered ‘CE fertilisers’ and the necessary standards for coordinating with the autonomous communities.
Scientific and technical advances have facilitated the development of new fertiliser products that require amendments to the current legal framework.
Need
As stated, scientific and technical advances have enabled the development of fertiliser products containing micro-organisms that facilitate the availability of nutrients for plants, which requires a thorough overhaul of Spanish Royal Decree 506/2013 of 28 June 2013, for their inclusion in the Fertiliser Product Register. The motivation to expand the scope of this register is to define general types to allow for a diversity of species useful for fertilisation as well as to safeguard the confidentiality of industrial processes and the dynamism of research. All of this shall be supported by reliable information on safety and effectiveness, as specified in new Annex VIII created for this purpose.
All of this requires updates to the annexes to include new types (Annex I) and new residues for production of fertilisers and amendments (Annex IV), along with the changes following from all of this with regard to identification and labelling (Annex II), analysis methods for these new products (Annex VI) and special requirements for fertiliser products developed using micro-organisms, for their registration in the Fertiliser Product Register (Annex VIII).
Desirability
The proposal for and adoption of the Royal Decree are necessary given that, on the one hand, the objective of the draft, as indicated above, is to update the product types, which will enable placement of new fertiliser products on the market, with a resulting positive impact for farmers and the processing sector and, on the other, following entry into force of the Spanish Common Public Administrative Procedures Act (39/2015) of 1 October 2015, that it is necessary to adapt the registration procedure for the Fertiliser Product Register to this and replace the references to Spanish Act 30/1992 of 26 November 1992 with the corresponding reference to the new regulation as quickly as possible.
In light of the above, this draft decree is currently in processing.
2. PURPOSE
The strategic principles for this initiative are as follows:
a) Include new fertiliser product types;
b) Enable their prompt placement on the market.
3. ALTERNATIVES
The basic legislation on fertilisers must be amended by means of a Royal Decree, which means no alternative actions are available.
B) CONTENT, LEGAL ANALYSIS AND DESCRIPTION OF THE PROCESS
1. STRUCTURE AND CONTENT.
The draft decree consists of a single article, three transitional clauses, a final clause and three annexes.
The single article consists of 13 subsections, to:
- stipulate, in Article 14, that for products with organic components, the manufacturer must strive to maintain their composition, contents and other guaranteed characteristics and ensure the continued satisfaction of the conditions set out in the regulations in Annex V through inspections performed at least every three months.
- add a new Article 18 bis with the micro-organisms that can be part of a fertiliser product, which must meet the requirements of the new Annex VIII.
- Amend the title of Article 19 and its subsection 1 to indicate the maximum values for pathogenic micro-organisms in products containing raw materials of organic, animal, plant or microbial origin.
- Add a paragraph to the end of Article 20 to clarify that in cases of types as per Annex I, group 4, subsection 3, this shall only apply to products containing organic materials of animal or plant origin in their composition.
- Amend the title of Chapter V to link up with the Register for fertiliser products developed with materials of organic origin or micro-organisms’.
- Amend Article 21(1) to clarify that fertiliser products which fall under any of the groups 2, 3 or 6 or under subsection 4 of group 4 ‘Special micro-organism-based products’ in Annex I may only be placed on the market if they have been entered into the Fertiliser Product Register of the Directorate-General of Agricultural Production and Markets under the Ministry of Agriculture, Fisheries, Food and the Environment, as referred to in Article 25. Similarly, it is necessary to amend subsection 4 of the same article to define the time frame for resolution and notification of resolution (three months, extendible), and indicate that absence of a response from the authorities shall be deemed a rejection (in accordance with the second paragraph of Article 24 of Spanish Act 39/2015, given that the use of fertiliser products entails performance of activities that could harm the environment).
- Amend Article 24(1)(e, f, g, h, l and m) to include the necessary details on the micro-organism application form. Subsection 2 of the same article shall also be amended to specify that the application referred to in subsection 1 must be submitted at the General Registry of the Ministry of Agriculture, Food and the Environment or at the locations indicated in Article 16 of Spanish Act 39/2015 of 1 October 2015.
- In the penultimate clause, specify that the Minister of Agriculture, Food and the Environment is authorised to approve the standardised application forms referred to in Chapter V.
- Amend Annex I to include new types.
- Amend Annex II to include the corresponding mentions to the new product types.
- In subsection 4 of Annex III, remove the phrase: ‘Organic acid content: 20 % of the declared value, up to a maximum absolute value of 3 %.’
- Amend Annex VI which is being replaced by Annex II of the Royal Decree.
- In subsection e) of Annex VII, replace the reference to Article 35 with one to Article 31(5).
- Include new Annex VIII (Special requirements on fertiliser products developed with micro-organisms, for their registration in the Fertiliser Product Register), by reference to Annex III of the draft.
The First Transitional Clause sets the market placement time frame.
The Second Transitional Clause provides the labelling time frame.
The Third Transitional Clause states that the future standard shall not apply to any registration, amendment or renewal applications for the Fertiliser Product Register that are in processing and pending completion at the time of entry into force of the Royal Decree.
The Final Transitional Clause stipulates that the Royal Decree shall enter into force the day after its publication in the ‘Official State Gazette’.
The 3 annexes include replacement of Annexes I and VI, and the addition of a new Annex VIII in Royal Decree 506/2013 of 28 July 2013.
2. LEGAL ANALYSIS
A Royal Decree shall be used to amend the basic regulations of the same form that must provide the fundamental regulations with regard to fertilisers, for proper coordination with the autonomous communities and applying the corresponding EU regulations. Moreover, as the standard is of a distinctly technical nature, it may be implemented as a regulatory standard instead of an Act, as stated in the case-law of the Constitutional Court.
Introduction of new legal concepts
The Royal Decree does not introduce new legal concepts.
Authorisations and mandates
This instrument does not include any new authorisations or mandates.
Table of validities and repeals
This instrument does not repeal any standards: it only amends Royal Decree 506/2013 of 28 June 2013 as set out above.
3. CONSULTATIONS AND DRAFTING PROCEDURE
The compulsory procedure for drafting this instrument included consultation with the autonomous communities and entities representing the sector.
The report of the General Technical Secretariats of the Departments submitting the proposal and the report of the then Ministry of Finance and Public Administration (currently the Ministry of the Presidency and Territorial Administration) on compliance of the draft decree with the order on the constitutional distribution of powers are available and the prior approval of the then Minister of Finance and Public Administration (currently the Ministry of the Presidency and Territorial Administration) has been obtained. The aforementioned prior approval implements two suggestions, one on assessment of compliance of the draft with principles of good regulation in Article 129 of the Spanish Common Public Administrative Procedures Act 39/2015 of 1 October 2015, and the other on that stipulated in Article 23 of Spanish Act 50/1997 of 27 November 1997, in its current version, regarding entry into force of the standards.
The standard meets these principles, given that it is necessary and effective (to guarantee the rights of citizens and the environment), and it is adequate to safeguard the stated objectives (high-quality products that are not harmful to the environment or health). The regulations adopted are the minimum regulations required, are consistent with other EU and national laws and regulations, and include a stable, predictable, integrated, clear and certain regulatory framework that facilitates knowledge and understanding and, consequently, action and decision-taking by persons and companies. It is possible for citizens to access the documentation (expert committees, etc.), as stakeholders have participated in development of the standard by means of the hearings; and it does not entail any new administrative burden. Without prejudice to the above, because said Act does not apply to this draft, it is not deemed necessary to include a paragraph on this in the preamble to the standard.
With regard to entry into force, even though Article 23 of Spanish Act 50/1997 of 27 November 1997 (in the version adopted by the Spanish Act of 40/2015 of 1 October 2015) does not apply, immediate entry into force is still necessary, without observation of the time frames stipulated in the aforementioned Article 23, given that scientific and technical advances have facilitated the development of new fertiliser products which require adjustment of the current legal framework. If the standard does not take effect promptly, commercial operators will not be able to bring onto the market their fertiliser products containing micro-organisms that facilitate the availability of nutrients for plants, meaning that the standard must enter into force on the day after its publication in the Official State Gazette so companies can submit their applications to register their products in the fertiliser register without having to wait until 2 January 2018 or 1 July 2018 (depending on the publication date of the standard in the Official Sate Gazette).
Consultation with the autonomous communities and sector entities has been completed, with two hearings, because after the first one, the text was amended to adapt it to the new Spanish Act 39/2015 of 1 October, and another hearing was held.
Similarly, the draft shall undergo the information procedure in the area of technical rules and regulations related to information society services provided for in Directive 2015/1535/EU of the European Parliament and of the Council of 9 September 2015, establishing an information procedure in the area of technical rules and regulations with relation to information society services, and that set out in Spanish Royal Decree 1337/1999 of 31 July 1999, regulating the provisions of information on technical rules and regulations and regulations related to information society services.
Finally, the compulsory opinion of the Council of State shall be requested.
C) IMPACT ANALYSIS
1. IMPACT ON COMPLIANCE OF STATE REGULATIONS WITH THE ORDER ON THE DISTRIBUTION OF POWERS
The provisions of this Royal Decree are basic regulations, pursuant to that set out in Article 149(1)(13) of the Spanish Constitution, granting the State exclusive powers in regard to the foundations and coordination of the general planning of economic activity. The regulations contained in subsections 2, 3, 4 and 13 of the sole article, and in Annex III, are adopted pursuant to Articles 149(1)(16) and 149(1)(23) of the Spanish Constitution, granting the State exclusive powers in regard to the general foundations and coordination of health, foreign health and basic legislation on environmental protection, respectively.
According to multiple precedents from rulings of the Constitutional Court, the powers of the State with regard to general organisation of the economy ‘... may cover “state standards that set guidelines and general organisational criteria for a specific sector as well as prescriptions for specific measures or actions which may be necessary to achieve the goals defined within the organisation of each sector (Spanish Constitutional Court Rulings (STC) 95/1986, 213/1994, etc.)” (Spanish Constitutional Court Ruling STC 21/1999 of 25 February 1999, Legal Basis (FJ) 5). This is subject to the condition that said legislative authority does not “include any action of an economic nature, if it does not have a direct and significant effect on general economic activity (STC 186/1988 and 133/1997) given that otherwise ‘a subject matter and a more specific legislative authority would be devoid of content’ (STC 112/1995)” (STC 21/1999, FJ 5), where the general interest represented by the State shall not be invoked to act otherwise to the extent that, as stated, this must occur by means of the established distribution of powers, thus excluding extension of the scope of powers solely based on considerations of the ends (STC 75/1989 of 24 April 1989, 13/1992 of 6 February 1992).’
Specifically, the Constitutional Court has found in its recent Ruling STC 31/2010, FJ 95 that ‘the contested statutory principle affirms the power of the autonomous communities to “develop and manage general planning of economic activity”, which necessarily assumes the existence of state powers over foundations and coordination of general planning of economic activity (Article 149(1)(13) of the Spanish Constitution) which, according to multiple precedents in our case-law, includes general organisation of the economy, and with regard to the stipulated participation of the autonomous communities, we must refer to our statements under legal bases 111 and 115.’
On the other hand, STC 42/83, of 20 May 1983, FJ 5, stated (underlining added) that ‘…. In general terms, the Court shares the view that the powers of approval, control and inspection cannot fall under coordination activities, without having to address the nature of the Register at this point, for the reasons discussed above when referring to subsection 3. Thus, it is necessary to examine whether or not these powers fall to the State by virtue of any other powers clause.
With regard to the approval and registration of products (drugs, narcotics, psychotropics or the like, pharmaceuticals and their basic ingredients and other pharmaceutical, phytosanitary and zoosanitary products subject to registration), of medical, therapeutic or sanitary instruments or materials and of laboratories, centres or establishments that produce, process or import these, we must affirm that these may be included under sanitary “grounds” and they therefore fall under the powers of the State, in accordance with the considerations set out in our prior Ruling of 28 April 1983.
Within this framework, the Fertiliser Product Register shall be operated at the national level given that the products are potentially harmful to health or the environment, depending on the raw materials used, the processing they undergo and their contaminant and pathogen content. This register, the successor to the former Register of Fertilisers and Related Products, has been in operation since publication of Spanish Royal Decree 824/2005 and since then, has registered over 1 400 products and reviewed over 1 800 files. Taking into account the variety of products registered (due to their own organic natures), it is expedient to centralise approvals to prevent discrepancies in criteria and treatment between the autonomous communities. Similarly, this also offers significant savings in personnel and in the review and processing of these files. Currently, each file is reviewed by three directorates-general (two in this ministry and another in the Ministry of Health, Social Services and Equality) and, in the case of certain raw materials of animal origin, analysed by the Directorate-General for Health in Agricultural Production under the Ministry of Agriculture, Food and the Environment (MAGRAMA); this is to say, the register is managed by a single team, of 3 or 4 people, which avoids the excessive personnel that would be required to operate registers in each Autonomous Community.’
There is no history of conflict in this area.
2. MEASURES FOR THE IMPLEMENTATION AND ASSESSMENT OF THE REGULATION.
The sole final provision of the draft states that it will enter into force the day after its publication in the ‘Official State Gazette’.
3. ECONOMIC AND BUDGETARY IMPACT
ECONOMIC IMPACT AND REDUCTION IN ADMINISTRATIVE BURDEN
a. Economic impact
The draft Royal Decree does not have any economic impact given that it involves technical amendments intended to adapt the national regulations to the new provisions of the law, the latest technical advances and scientific knowledge. In any case, it shall benefit farmers and manufacturers of these products by monitoring their quality and minimising unfair competition and misleading or fraudulent information, while still enabling approval of new types of fertiliser products that have demonstrated their effectiveness in agricultural production in Spain.
b. Analysis of impact on administrative burden
An analysis was conducted on the administrative burden.
The current burden involved in registering a fertiliser product shall remain unchanged. Logically, inclusion of new types entails that applicants must enclose corresponding documentation with their applications, but this does not require any new reports or documents.
Therefore, the impact on the administrative burden is zero.
c. Impact on the state budget
The draft does not entail any impact on the state budget aside from the impact from the standards amended as a result of entry into force of this Royal Decree.
The provisions of this draft shall therefore be applied using the current material and human resources provided for application of the current regulations without any change or increase of any kind in their allocations or redeployments.
4. GENDER IMPACT
The project has no gender impact, for the purposes of Article 24(1)(b) of Government Law 50/1997 of 27 November 1997.
5. REGULATORY IMPACT
Adoption of the draft enables increased legal certainty in fertiliser standards.
6. OTHER IMPACTS
There are no other impacts in regard to the environment, equal opportunities, non-discrimination or universal access for persons with disabilities.
Moreover, this Royal Decree has no impact in regard to infancy, as provided for in Article 22 quinquies of Organic Law 1/1996 of 15 January 1996 on the Legal Protection of Minors, or on the family, in accordance with the tenth additional provision of Spanish Act 40/2003 of 18 November 2003 on protection for large families.
The process of drafting this standard took into account the principles set out in the Spanish Market Unity Assurance Act 20/2013 of 9 December 2013, such as the necessity and proportionality of the regulation.
Madrid, 18 January 2017.
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