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	REGULATORY IMPACT ASSESSMENT

	1. What is the issue being addressed?

	The draft Act addresses the issue of harmonising the legislation on cosmetic products and defining the obligations for operators and the competence of authorities with regard to the duties and administrative tasks pursuant to Regulation (EC) No 1223/2009 of the European Parliament and of the Council of 30 November 2009 on cosmetic products (recast), hereinafter referred to as ‘Regulation No 1223/2009’. The purpose of the proposed draft Act on cosmetic products is to guarantee consumer safety by ensuring efficient supervision of cosmetic products.

	2. Recommended solution, including planned intervention tools and expected impact

	It is proposed to adopt a legal act defining the obligations of entities operating on the cosmetic product market, the competence of supervision bodies and the administrative penalty system related to the failure to comply with the provisions of Regulation No 1223/2009.
To ensure the implementation of the provisions of Article 22 of Regulation No 1223/2009, which lays down the obligation for the Member States to monitor compliance with the principles of good manufacturing practices, the draft Act introduces the obligation for plants where cosmetic products are manufactured to be entered in a list of plants managed by competent local bodies of the State Sanitary Inspectorate. 
Article 13 of Regulation No 1223/2009 grants Member States access to a cosmetic product notification database (known as the CPNP) managed by the European Commission. It is proposed that the above-mentioned access be granted to: the Chief Sanitary Inspectorate, the President of the Office for Competition and Consumer Protection, the voivodeship-level state sanitary inspector and border state sanitary inspector. Furthermore, it is proposed that the minister responsible for health appoint, by way of a regulation, a centre entitled to access the frame formulations of cosmetic products, taking into account the need to ensure that appropriate treatment is provided. Such information will be available to doctors and dentists. 
Article 23 of Regulation No 1223/2009 imposes obligations with regard to communicating serious undesirable effects. With a view to monitoring and fulfilling the obligation to communicate the above-mentioned undesirable effects to the European Commission and other Member States, a system for the communication of serious undesirable effects attributable to the use of cosmetic products will be established. 
In line with the draft Act, the supervision of compliance with the provisions of the draft Act on cosmetic products and the provisions of Regulation 1223/2009 will be carried out by the State Sanitary Inspectorate and the Trade Inspectorate within the scope of their competences. 
Given that Regulation 1223/2009 has not repealed the directives on the methods of analysis to determine the composition of cosmetics, the minister responsible for health will set out, by way of a regulation, the methods of labelling necessary for safety checks on cosmetic products.
According to Article 37 of Regulation No 1223/2009, the Member States should lay down rules regarding penalties for breaching the provisions of the above-mentioned Regulation. In practice, the penal provisions currently in force under the Act of 30 March 2001 on cosmetics (Journal of Laws [Dziennik Ustaw] 2013, item 475, and of 2018, item 650) do not function as efficiently and effectively as might have been expected. The penalties covered by criminal or misdemeanour law have therefore been replaced with administrative financial penalties.
The adoption of the draft Act will ensure the appropriate supervision of cosmetic products on the Polish market. As a result of the adopted solution, a high level of supervision over the cosmetic products market is expected. For an objective of this nature, it is not possible to define specific performance indicators. It is important to underline that the purpose of the proposed Act is not to increase the number of administrative penalties (fines) imposed for failing to comply with the provisions.

	3. How was this problem solved in other countries, in particular OECD/EU Member States? 

	Regulation 1223/2009 leaves the Member States free to define competent bodies, appoint poison control centres and lay down provisions on penalties for non-compliance with the provisions of the Regulation.
In the light of the above, no analysis has been carried out of the solutions adopted in other Member States, given that the solutions adopted by other countries depend on their specific situation, e.g. how market surveillance is organised. The organisation of cosmetic product surveillance in other Member States has no bearing on the draft provisions, and the draft Act does not alter the current scope of competence of supervision bodies. It should be stressed in particular that a change to the competence of those bodies may translate into higher state budget spending. 
According to Regulation 1223/2009, penal provisions should be effective, proportionate and dissuasive. The proposed penalty amounts reflect domestic economic conditions.

	4. Entities affected by the draft

	Group
	Size
	Data source 
	Impact

	Operators active on the cosmetic products market: manufacturers, producers, appointed responsible persons, importers and distributors.
	It should be presumed that all operators active on the cosmetic products market are covered by the draft Act.
In 2014, the supervision bodies’ records showed that there were 3 670 such facilities (production, packaging, marketing of cosmetic products — wholesale and retail outlets). 
The CPNP database contains approx. 1 900 companies from Poland which have registered cosmetic products in line with the requirements of Regulation 1223/2009; this registration includes responsible persons and distributors.
	MZ-48 report for 2014.
Search results from the CPNP database.
	The draft Act entails the imposition of penalties for non-compliance with Regulation 1223/2009.

	Supervision bodies
	Within the scope of competence of each Inspectorate: the staff of the bodies of the State Sanitary Inspectorate and of the Trade Inspectorate.
	–
	The bodies will monitor the compliance of businesses with the requirements defined in Regulation 1223/2009.

	5. Information on the scope, duration and summary of results of the consultation

	No public pre-consultations were held on the draft Act.
The draft Act was submitted for public consultation, with a period of 30 days for the submission of comments, to the following entities:
1) Secretariat for the Protection of Health of the National Commission of the Independent Self-governing Labour Union ‘Solidarity’ (Sekretariat Ochrony Zdrowia KK NSZZ ‘Solidarność’);
2) National Commission of the Independent Labour Union ‘Solidarity 80’ (KK NZZ ‘Solidarność 80’);
3) All-Poland Alliance of Trade Unions (Ogólnopolskie Porozumienie Związków Zawodowych);
4) Forum of Trade Unions (Forum Związków Zawodowych);
5) Polish Union of Cosmetic Industry (Polski Związek Przemysłu Kosmetycznego);
6) Polish Cosmetologist Association (Polskie Towarzystwo Kosmetologów);
7) Polish Association of Cosmetic and Detergent Industry (Polskie Stowarzyszenie Przemysłu Kosmetycznego i Detergentowego);
8) Consumers' Federation (Federacja Konsumentów);
9) Association of Polish Consumers (Stowarzyszenie Konsumentów Polskich);
10) Polish Ecological Club (Polski Klub Ekologiczny);
11) WWF Poland Foundation;
12) Polish Chamber of Commerce (Polska Izba Handlu); 
13) Confederation Lewiatan (Konfederacja Lewiatan);
14) Employers of Poland (Pracodawcy Rzeczypospolitej Polskiej);
15) Polish Craft Association (Związek Rzemiosła Polskiego);
16) Polish Trade and Distribution Organisation (Polska Organizacja Handlu i Dystrybucji);
17) Supreme Pharmacist Council (Naczelna Rada Aptekarska);
18) Supreme Medical Council (Naczelna Rada Lekarska);
19) Supreme Council of Nurses and Midwives (Naczelna Rada Pielęgniarek i Położnych);
20) National Chamber of Laboratory Diagnosticians (Krajowa Rada Diagnostów Laboratoryjnych);
21) Council of Social Dialogue (Rada Dialogu Społecznego);
22) Government and Local Government Joint Committee (Komisja Wspólna Rządu i Samorządu Terytorialnego).
The results of the public consultation were presented in a public consultation report, which is given in annex to this assessment.
When the draft Act was submitted for public consultation, it was also published in the Public Information Bulletin of the Ministry of Health, in accordance with the Act of 7 July 2005 on lobbying activities in the law-making process (Journal of Laws 2017, item 248) and in the Public Information Bulletin of the Government Legislation Centre, in accordance with Council of Ministers Resolution No 190 of 29 October 2013 — Regulations on the work of the Council of Ministers (Polish Official Gazette [Monitor Polski] 2016, item 1006, as amended).

	6. Impact on the public finance sector
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	Additional information, including identification of data sources and assumptions made in the calculation
	The proposed amendment to the legislation on cosmetics will not require additional financing from the state budget. The tasks will be carried out by:
1) the centre managing the system for the communication of serious undesirable effects attributable to the use of cosmetic products, which may be a scientific entity within the meaning of Article 2(9) of the Act of 30 April 2010 on the principles of financing science (Journal of Laws 2016, item 2045, as amended); 
2) the centre authorised to access the information referred to in Article 13(1)–(3) of Regulation No 1223/2009. 
The centres will be appointed, by way of a regulation, by the minister responsible for health, pursuant to Articles 13 and 18 of the draft Act. The tasks will be financed from the budget of the Chief Sanitary Inspectorate, at PLN 40,000 per year. The amount of financing proposed for the tasks under the draft Act is consistent with the current financing of the tasks related to cosmetic products. 
The creation of the system for the communication of serious undesirable effects attributable to the use of cosmetic products will not constitute an additional financial burden for the state budget.
Taking the aforementioned into account, state spending will not increase. However, reallocating current funds to the above-mentioned tasks will not decrease spending. The proposed changes are budget-neutral.
Moreover, taking into account the need to ensure the efficiency of operations, it appears justified to leave these areas within the remit of the Occupational Medicine Institute in Łódź, which will make it possible to maintain continuity in the context of the Regulation of the Minister of Health of 25 May 2004 on template forms for communicating the information on cosmetics and cases of disease caused by the use of a cosmetic product and the manner in which they are collected in the national information system for cosmetics placed on the market (Journal of Laws, item 1471). 
The above-mentioned tasks will be financed from the part of the state budget governed by the minister responsible for health, within the expenditure limit set out in the budget law for a given year, without the need to make additional funds available. 
The creation of the list of plants manufacturing cosmetic products will not entail a financial burden for the state budget. It formalises the lists of plants already maintained by the supervision bodies. At the same time, it may have a positive impact on the planning and execution of supervisory activities. 
All of the financial implications of the draft Act will be financed over the subsequent years within the expenditure limit set out in the budget law for each given year, without the need to make additional funds available. 
As regards the impact on supervision bodies, the proposed solutions do not impose new obligations on them. They clarify the provisions of Regulation no 1223/2009 on supervision and appointing competent bodies for each area. The proposed solutions do not change the scope of competence of supervision bodies with regard to the current provisions laid down in the Act of 30 March 2001 on cosmetics. They formally specify that the bodies of the State Sanitary Inspectorate have the right to monitor the labelling of cosmetic products. The bodies of the Inspectorate will assess the correctness of labelling in the context of ensuring product safety for consumers. However, they will not directly invoke their authorisation to assess labelling, but rather to monitor cosmetic product safety.
The proceeds from the fines imposed will constitute revenue for the state budget. It is not possible to estimate them, however, given that the current provisions on cosmetics relating to breaches of the above-mentioned provisions provide in part for fines, but also for detainment, restrictions of freedom or imprisonment. According to MZ-48 reporting forms from 2014, the bodies of the State Sanitary Inspectorate imposed 22 fines amounting to PLN 6 700 with regard to the supervision of cosmetic products, and 21 such fines amounting to PLN 5 200 in 2015. The draft Act provides for solely financial penalties imposed by way of an administrative decision. Above all, penalties are intended to be preventive and deterrent in nature. Nonetheless, increased state budget revenues are expected as a result of introducing additional penalties and the introduction of financial penalties. The inability to estimate the state budget revenue stems from the impossibility of determining the potential consequences of the proposed solutions due to a lack of detailed data. Providing an example of estimates could raise doubts as to the accuracy of the data presented. 

	7. Impact on the competitiveness of the economy and enterprise, including the functioning of enterprises and impact on families, citizens and households
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	Additional information, including identification of data sources and assumptions made in the calculation 
	The draft Act does not introduce significant changes imposing further obligations on businesses. The sole new element is the proposal to introduce the registration of plants manufacturing cosmetic products, which may incur costs for businesses where applications are completed in hard copy and sent by post. Such costs should correspond to delivery costs. The State Sanitary Inspectorate’s access to information at all sites where cosmetic products are manufactured will ensure a higher level of consumer protection.

	8. Change of regulatory burden (including disclosure obligations) resulting from the draft

	X not applicable

	Burdens are placed outside those strictly required by the EU (see reverse side of the compatibility table for details).
	 yes
X  No
 not applicable

	 reduction in the number of documents 
 reduction in the number of procedures
 shortening of the time to settle the matter
 other:
	 increase in the number of documents
X increase in the number of procedures
 extension of the time to settle the matter
 other:

	The implemented burdens are adapted to their digitisation. 
	 yes
X  No
 not applicable

	Comment: In accordance with the proposed regulations, when a manufacturer commences activities in the area of cosmetic product manufacturing, they are obliged to register the plant with a competent county-level health control centre. Such a registration will establish an additional procedure in the light of the existing legislation. It should be stressed that this will only apply to manufacturers. 

	9. Impact on the labour market 

	The proposed regulations of the draft Act will have no direct impact on the labour market.

	10. Impact on other aspects

	 environment
 regional standing and development
 other:
	 demography
 state property
	 computerisation
X health

	Discussion of the impact
	The draft Act will ensure a legal basis allowing for the appropriate supervision of cosmetic products on the Polish market.

	11. Scheduled implementation of the act's provisions

	In the context of the draft Act, it will be necessary for the minister responsible for health to issue the following implementing acts:
1) the Regulation of the Minister of Health on template application forms to enter a plant in the list of plants, for amendments to the list of plants, for removal from the list of plants, and the model certificate of entry in the list of plants;
2) the Regulation of the Minister of Health setting out the centre managing the system for the communication of serious undesirable effects attributable to the use of cosmetic products; 
3) the Regulation of the Minister of Health setting out the centre authorised to access the information referred to in Article 13(1)–(3) of Regulation No 1223/2009;
4) the Regulation of the Minister of Health on the labelling methods necessary to monitor the safety of cosmetic products.

	12. How and when will the impact of the draft be assessed, and what measures will be applied?

	On the date of entry into force of the draft Act, tools will be created to facilitate the appropriate supervision of cosmetic products on the Polish market. After the provisions of the draft Act have entered into force, an assessment will be made of the increase in the number of plants covered by the supervision of the authorities, as compared with the number from the year preceding their entry into force. Alternatively, the number and the amount of fines imposed with regard to the new provisions by supervision bodies may be assessed. It is not possible, however, to assess the ‘increase in consumer safety’ using measurable values.

	13. Annexes (important source documents, research, analyses, etc.) 

	Report on the public consultation regarding the draft Act on cosmetic products.


