
 

 
Commission européenne/Europese Commissie, 1049 Bruxelles/Brussel, BELGIQUE/BELGIË - Tel. +32 22991111 
Office: BREY 12/010 - Tel. direct line +32 2 298 1453 
Petra.cadova@ec.europa.eu 

 

EUROPEAN COMMISSION 
Directorate-General for Internal Market, Industry, Entrepreneurship and SME's 
 
Resources Based, Manufacturing and Consumer Goods Industries 
Health Technology and Cosmetics 
 

Brussels,  
GROW/D/4/PLC 

 

 

Working Group on Cosmetic Products 
21 SEPTEMBER 2016 

Conference Centre Albert Borschette, Room AB-4B 

13.30 – 17.30 
 

MINUTES 
 

1. WELCOME AND OPENING OF THE MEETING 

2. ADOPTION OF THE AGENDA 

The Chair informed that agenda item 9 "Working Document on Suitable Alternative 
Substances" would be moved before agenda item 6.3. c) Formaldehyde. 

3. ADOPTION OF THE MINUTES OF THE MEETING OF 31 MAY 2016 

The Chair explained that final written input could be provided until 25 September. The 
Minutes would then be adopted and circulated via CIRCA BC.  

4. INFORMATION ABOUT THE OUTCOME OF THE MEETING OF THE STANDING 
COMMITTEE ON COSMETIC PRODUCTS 

COM informed that the Standing Committee on Cosmetic Products (COSCOM) has 
voted in favour of the draft Regulations on Benzophenone-3 and hair and eyelash dyes. 
Before the vote on Benzophenone-3, some Member States suggested introducing specific 
restrictions for the use of Benzophenone-3 as a UV absorber to protect product 
formulations. The Committee agreed that the maximum concentration of 0,5% of 
Benzophenone-3 to protect product formulations against UV radiation should be 
introduced in its entry in Annex VI in the column 'h' (Other conditions).  

Cosmetics Europe (CE) noted that it is not necessary to specify restrictions for use of UV 
filters protecting product formulations against UV radiation if they are authorised for use 
in cosmetics up to higher concentrations. UEAPME was in favour of such specific 
restrictions as they provide legal certainty and make it clear that UV filters can be used as 
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UV absorbers without rendering the product a sunscreen (Recommendation on 
sunscreens would not apply in such a case).  

5. IMPLEMENTATION OF THE COSMETICS REGULATION 

5.1. Catalogue of nanomaterials – Update  

COM informed that the draft catalogue has been finalized and that internal approval is 
being awaited before its publication. Once the approval is given, COM will send letters 
to Permanent Representations (with copy on CIRCABC) and to industry associations 
regarding the date of publication of the catalogue, in order for them to prepare for any 
reactions. 

The catalogue of nanomaterials now contains 44 colorants, 9 preservatives, 9 UV-filters 
and 247 other substances. Despite the remedial actions taken in 2014 and 2015 (contacts 
with the industry, market surveillance actions by Member States) and some 
improvements, the draft catalogue still shows a significant level of inconsistency and 
inaccuracy. 

The catalogue (with an accompanying explanatory note) should be published on the 
Europa website of DG GROW.  

Cosmetics Europe expressed its concerns about the lack of a distinction in the catalogue 
between substances which are plausibly nano and those clearly not nano. It pointed out 
that the vast majority of colorants used in cosmetics today are not in a nano-form. COM 
underlined that it is not possible to draw such a clear line. UEAPME suggested creating a 
group of experts to have a closer look at which substances are used in a nano-form and 
which are not. 

5.2. Report on animal testing – Update  

COM informed about the publication on 19 September 2016 of the report to the 
European Parliament and the Council on animal testing for 2013-2015. This report, 
which is required by Article 35 of the Cosmetics Regulation, presents the progress made 
in the development, validation and acceptance of alternative methods to animal testing 
and also informs the European Parliament and the Council of the compliance and impacts 
of the animal testing and marketing bans laid down in Article 18(1) of the Cosmetics 
Regulation.  

The main conclusions of the report are that virtually no cases of non-compliance with the 
testing and marketing bans have been reported by the Member States and that 
considerable progress has been made in the development, validation and legal acceptance 
of methods alternative to animal testing, although some challenges remain for the most 
complex endpoints where more research is needed.   

The document is based on a questionnaire completed by Member States and also on a 
JRC report which provides scientific input. which requires that the Commission presents 
a report on animal testing to the European Parliament and to the Council. 

Humane Society welcomed the report and the progress made so far in alternative testing 
methods. However, the process of development, validation and legal acceptance of 
alternative methods should be further accelerated and the EU approach promoted 
internationally.  
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COM also informed of the judgment of the Court of Justice of the EU in case C-592/14 
on the marketing ban, published on 21 September 2016.  

The main question was whether the marketing ban of art. 18(1)(b) also applies to 
cosmetic products containing ingredients which have been tested on animals outside the 
EU to meet the legislative requirements of third countries in order to market such 
products in those countries.  

The answer of the Court is the following: 

Article 18(1)(b) of Regulation (EC) No 1223/2009 of the European Parliament and of the 
Council of 30 November 2009 on cosmetic products must be interpreted as meaning that 
it may prohibit the placing on the European Union market of cosmetic products 
containing some ingredients that have been tested on animals outside the European 
Union, in order to market cosmetic products in third countries, if the resulting data is 
used to prove the safety of those products for the purposes of placing them on the EU 
market. 

COM informed that, together with its Legal Service, it will carefully analyse the 
implications of the judgment in order to ensure full compliance with the judgment and 
harmonised implementation of the rules applicable to animal testing across the EU. 

5.3. Report and guidelines on Claims – Update 

COM informed about the report published on 19 September 2016. It is based on Article 
20 of the Cosmetics Regulation which requires the COM to submit by 11 July 2016 to 
the European Parliament and the Council a report regarding the use of claims on the basis 
of common criteria (adopted by Commission Regulation (EU) No 655/2013).  

The main objective of the report is the assessment of legal compliance of claims made in 
relation to cosmetic products with these common criteria and in case of non-compliance, 
the appropriate measures that the COM shall take to ensure compliance in cooperation 
with the Member States. 

The report concludes that the existing European regulatory framework for claims and 
advertising for cosmetic products is very comprehensive and does ensure a high level of 
consumer protection, whilst enabling the competitiveness of the European cosmetics 
industry within the EU and in the global marketplace. Based on the contributions to the 
Report from Member States, 90% of analysed cosmetic claims were found compliant 
with the common criteria laid down in Regulation (EU) 665/2013. However, a number of 
Member States underlined some difficulties their competent authorities have been facing 
when assessing legal compliance of claims addressing absence of certain ingredient(s) 
('free from' claims) or the claim 'hypoallergenic'.  

Therefore, there is an increased need to add more clarification regarding the claims 'free 
from' and 'hypoallergenic'. The sub-working group on claims, chaired by DG GROW, 
has been working together with experts from Member States and cosmetics industry with 
the aim of adding two new annexes, one on 'free from' claims and one on 'hypoallergenic' 
claims, to the existing Guidelines to Commission Regulation (EU) No 655/2013. The 
future updated Guidelines can be considered as an appropriate measure to ensure better 
compliance of cosmetic claims with the common criteria. 

COM also informed that at the last meeting of the sub-working group on claims on 23 
June an agreement was reached on the two new additional annexes to the Guidelines 
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regarding 'free from' and 'hypoallergenic' claims. COM is currently exploring the most 
suitable legal form in which the updated Guidelines could be formally published. Once 
the legal form is decided, an inter-service consultation will be launched. 

BE suggested that it would be appreciated to have more clarification on the rules 
applicable to the use of 'no animal testing' logos and claims following the publication of 
the judgment of the Court of Justice on the animal testing ban. COM proposed to discuss 
this issue in the claims sub-working group. No other Member States commented on the 
report. 

5.4. Review of Cosmetics Regulation with regard to Endocrine Disruptors 

On 15 June 2016, the Commission presented its proposals for criteria to identify 
endocrine disruptors in the field of plant protection products and biocides. Results of the 
related impact assessment and a Commission Communication were also published. 

In its Communication, the Commission committed to finalise the review on endocrine 
disruptors for cosmetics by end 2016. This report is under preparation and COM cannot 
announce at this stage what will be the conclusions of the review. 

6. UPDATE ON ONGOING ISSUES 

6.1. Nanomaterials 

a) MBBT (nano) – Update  

COM provided an update on this ingredient. A Member State commented that the SCCS 
opinion lacked information as regards the bio-degradability of MBBT (nano). 

COM stated that there was no justification to re-open the SCCS opinion except on the 
specific issue of acceptable level of traces for metals. Once SCCS has established these 
limits, COM will finalise the draft measure and submit it for vote. 

6.2. Preservatives 

a) Methylisothiazolinone (MI) – rinse-off 

COM reminded that a measure to ban the use of MI as a preservative in leave-on 
cosmetic products had been adopted on 22 July 2016.  

COM informed on a draft Regulation presented in the morning to COSCOM members. 
The proposal aims at restricting the use of MI as a preservative in rinse-off cosmetic 
products from 100 ppm to 15 ppm. A 12-week public consultation had taken place from 
1 April to 1 July 2016 whereby 24 contributions were received; a summary of the 
feedback received will be posted on DG GROW's website in the coming days.   

In terms of next steps, an internal COM inter-service consultation will need to be 
organised followed by a 60-day TBT notification. A vote at the next COSCOM in early 
2017 could be foreseen.  

b) Zinc Pyrithione 

COM informed on a draft Regulation presented in the morning to COSCOM members. 
The proposal aims at authorising the use of Zinc Pyrithione for purposes other than 
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inhibiting the development of micro-organisms in rinse-off anti-dandruff hair products up 
to a concentration of 2,0 %, according to the SCCS specifications.  

COM informed that this measure was very much advanced as an interservice consultation 
had already taken place and the TBT notification launched.  

COM reported on the discussions that had taken place with Member States namely their 
concerns related to the possible future classification of Zinc Pyrithione as a CMR 1B. A 
number of Member States referred to the opportunity to put this measure on hold since a 
dossier is to be soon submitted to ECHA whereby a RAC (Committee for Risk 
Assessment) opinion could be expected as of 2017.  

CE expressed their support for the COM proposal. A step-by step approach should be 
taken to implement the latest SCCS opinion and in parallel follow the development of the 
potential introduction of a CMR dossier to ECHA.  

COM confirmed that the risk management procedures related to the CLP Regulation and 
Cosmetics Regulation are separate where the latter should not be put on hold pending a 
'possible' CMR submission and classification. However, since Member States have 
informed that new studies are already available at this stage, they can be provided to 
COM by the end of November and they will be submitted to the SCCS for assessment.   

CE agreed that new facts/studies should indeed be considered by the SCCS.  

UEAPME questioned the nature of these studies and if they really include new scientific 
facts. 

NL replied that the timing of these new studies is unfortunate, but they do exist and will 
be incorporated in the future ECHA dossier. SV also confirmed that new studies are 
available which were not taken into account in the last SCCS opinion on Zinc Pyrithione. 

COM concluded that new studies/data should be submitted to COM by the end of 
November. COM will transmit them to the SCCS; they should be in the appropriate form 
as outlined in the SCCS' Notes of Guidance. COM also reminded that should a Member 
State consider it necessary for the European Medicines Agency (EMA) to be consulted to 
clarify the use of Zinc Pyrithione in medicinal products (at a concentration of 2,0 %) , a 
justification needs to be provided to COM as soon as possible, based on sufficiently 
detailed and specific arguments.  

FR informed on the "ATC" classification system (i.e. WHO "Anatomical Therapeutic 
Chemical" classification system for active ingredients of drugs) where Zinc Pyrithione is 
classified amongst dermatological drugs and belongs to a pharmacotherapeutic class of 
anti-bacterial and anti-fungal drugs.  

c) O-phenylphenol – Update 

COM provided a state of play on o-Phenylphenol and its salts following the working 
document presented at the May WG meeting. A number of questions had been raised 
from Member States regarding the regulation of MEA o-Phenylphenate (MEA OPP) in 
entry 61, Annex III.  

Since the May WG meeting, industry has strongly voiced that there is no basis to ban 
MEA OPP as a preservative as it was not assessed by the SCCS. In the last SCCS 
opinion, only OPP, potassium OPP and sodium OPP were assessed.  
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COM informed that a discussion had taken place in the morning at the COSCOM 
meeting. Clarification was needed on industry's interest to defend MEA OPP and why 
data had only been submitted on potassium o-phenylphenate and sodium o-
phenylphenate and not MEA OPP.  

CE clarified that the data submitted during the call came from an individual company. As 
such there was no interest by that one company to defend MEA-OPP which should not 
be extrapolated to all of industry. CE reminded that the original concern, which came 
from French authorities, was related to O-phenylphenol only. It is thus a matter of 
principle that a substance not be banned if it has not been assessed by the SCCS.  

COM concluded that a call for data will be organised on sodium OPP, potassium OPP 
and MEA OPP with a strict deadline for providing data to avoid further delays. Should 
no new data be submitted, the SCCS will not be requested for a new risk assessment.  

         Climbazole – Update 

COM informed on the state of play of Climbazole in particular the issue raised by 
Germany authorities concerning the Margin of Safety calculations done by the SCCS 
experts which uses as reference the calculations made in the previous opinion on 
Climbazole SCCP/1204/08. Germany asked whether the SCCS (and SCCP before in 
2008) considered the Frequency of Application (in particular for face creams) in the 
calculation of the different MoS. 

As this question concerned the calculation of MoS and the relative scientific discussions 
done in 2013 by the SCCS and originally in 2008 by the SCCP experts, the COM had to 
revert the question directly to the SCCS which is already analysing the issue and will be 
discussing it further at the next plenary meeting on the 6th of October 2016. 

COM also highlighted the extreme importance of the 8-week commenting period after 
the publication of the first opinion to receive the reply directly from the SCCS and to 
avoid unnecessary delays in the procedure of adopting regulations on cosmetic 
ingredients.  

6.3. CMR substances  

a) Clarification on Article 15 of the Cosmetics Regulation 

COM presented the outcome of the internal analysis, also in consultation with the Legal 
Service, on the interpretation of Article 15 on CMRs and the revised COM position (see 
document in Annex). 

Some Member States expressed their concerns about this revised interpretation and the 
need to have the possibility to comment before it is implemented. Several Member States 
asked for the publication of a COM revised interpretation for the purposes of market 
surveillance, in particular for informing third country operators. In order to accommodate 
such a request, the Commission will draft a specific Annex to the Minutes on the 
interpretation of Article 15 and will send it to the members of the Working Group for 
comments before uploading a final version to CIRCA BC.1 

                                                 
1 A Member State questioned the value of a clarification in the Minutes as a different 
clarification had been expressed in past WG meetings.  
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COM informed that it intends to adopt an omnibus act revising Annexes II and III to VI 
of the Cosmetics Regulation to remedy the uncertainties of the past which will cover all 
substances classified as CMRs either before or after the date of application of the 
Cosmetics Regulation. The adoption of this act through comitology with scrutiny and a 
public consultation is foreseen by the 4th trimester of 2017.  

b) Ongoing files (Correction of Annex III, Dichloromethane and 
Chloroacetamide) 

COM informed on the state of play of the Correction of Annex III. The current revised 
version of Annex III still includes entries related to some CMR substances such as boron 
compounds and Dichloromethane. Those entries were untouched as the scope of 
Correction of Annex III involved mainly minor changes and updates to technical 
progresses such as CAS numbers, INCI names and fixing inconsistencies. At the same 
time, COM was preparing - in parallel - ad hoc single regulations amending the entries 
covering CMR substances. 

Before voting on the new version of Annex III, COM informed that it will wait to clarify 
the status of the CMR substances in Annex III in order to save time and resources. 
Therefore, this file is temporarily on hold. 

COM informed about the status of the draft Regulation on Dichloromethane. In light of 
the clarification on CMR and the comments received, COM foresees a presentation of the 
draft Regulation delisting Dichloromethane from Annex III (and adding it to Annex II) at 
the next Standing Committee and Working Group. 

For Chloroacetamide, COM informed that a vote on the measure to ban the substance is 
foreseen at the next Standing Committee. 

EE asked about the status of the Regulation on boron compounds and if a vote is foreseen 
at the next Standing Committee meeting. COM informed that for this Regulation a more 
internal discussion is needed and at the moment there is no plan to vote at the next 
Standing Committee meeting. 

BE asked whether the vote on the Regulations for CMR substances in Annex III will 
need to wait for the Correction of Annex III to be finalised first. COM replied that for 
some regulatory proposals such as for Dichloromethane and Chloroacetamide that are 
already in an advanced status, a vote and further progresses are planned in the next 
Standing Committee and Working Group meetings. For boron compounds there is a need 
to reflect whether they can be part of the omnibus Regulation or of an ad hoc Regulation. 

c) Working Document on Suitable Alternative Substances – Update 

COM presented its revised working paper focusing on aspects which appear more 
relevant for checking the technical and economic suitability, the risks to human health 
and the environment and the availability of alternative substances. 

There was general support from Member States and industry on the working paper 
though comments on specific aspects were made.  

COM invited Member States and stakeholders to send their comments by mid-October. 
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d) Formaldehyde 

After the discussion on the working document on suitable alternatives, COM proposed to 
implement it to the specific case of Formaldehyde. However, it was not possible to 
conclude at this stage and industry representatives underlined the need for checking the 
performance of alternatives compared to formaldehyde for nail hardening. Any further 
data in this respect should be provided to the Commission by the end of 2016 at the 
latest. 

e) D4 and D5 

On D4, COM explained that this substance was classified as CMR2 before 2010 and that 
industry did not defend its use in cosmetic products nor introduce an application dossier 
for that purpose. Therefore COM intends to include this substance in Annex II within the 
framework of the general Omnibus act intended for the implementation of Article 15. 

On D5, some Member States and industry representatives asked for extra time to 
examine the response of the SCCS to their comments on the draft opinion and for 
postponing the adoption of the SCCS opinion. 

1.1. Other substances 

a) Peanut Oil and Hydrolysed Wheat Proteins – Update  

COM informed that the draft Regulation aims at restricting the peanut protein level of 
peanut oil, its extracts and its derivatives in cosmetic products to maximum 0,5 ppm, and 
at restricting the molecular weight average of the peptides in hydrolysates in HWP used 
in cosmetic products to maximum 3,5 kDa.  

A 12-week public consultation ended on 1 July. Only one contribution was received 
agreeing with the proposed restrictions. 

As next steps, COM will publish a short summary of the reply received during the public 
consultation, finalize the draft Regulation and share it with COSCOM members for 
comments. Then ISC and TBT notifications will follow with the objective to hold a vote 
on the draft Regulation at the next COSCOM. 

2. WORKING DOCUMENT ON FURFURAL  

COM provided a working document in which it proposed that the maximum 
concentration of Furfural in the finished cosmetic product should be 10 ppm (0.001%). 
COM informed that this proposal is in line with the SCCS opinion of 27 March 2012 
stating that the use of Furfural with a maximum concentration limit of 10 ppm in the 
finished cosmetic product, including oral products, does not pose a risk to the health of 
the consumer. 

COM suggested a transitional period of 6 months for the application of this restriction. It 
explained that the next step would be a 12-week public consultation and the expected 
adoption of the measure is expected in the first half of 2017.  

Participants can provide comments, if any, during the next two weeks. 
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3. WORKING DOCUMENT ON TAGETES ERECTA, TAGETES MINUTA AND TAGETES 
PATULA  

COM reminded that at the last Working Group meeting it presented a working document 
proposing a ban of Tagetes erecta (both in leave-on and rinse-off products). COM 
informed that no additional information had been received from the industry and thus it 
would proceed with further procedural steps. 
 
COM further proposed that, following the exchange with the SCCS and due to the lack of 
data showing safety of Tagetes patula and Tagetes minuta above the concentration of 
0.01% (as recommended by the SCCS for leave-on products), the concentration of these 
substances in rinse-off products should also be  restricted to 0.01%.  

 
No restriction as to the content of alpha terthienyl (terthiophene) in Tagetes patula and 
Tagetes minuta for rinse-off products was proposed by COM, contrary to leave-on 
products, for which the maximum concentration of 0.35% was proposed. COM explained 
that the reason for this different treatment was that phototoxicity (which was the main 
concern about terthiophene) had in principle no relevance for rinse-off products.  

 
COM further proposed that, in line with the SCCS Opinion, Tagetes patula and Tagetes 
minuta should be banned in sunscreen products.  

 
As to the transitional periods for Tagetes patula and Tagetes minuta, COM proposed 12 
months for placing on the market and 18 months for withdrawing therefrom. COM 
explained that the next step would be a 12-week public consultation and that the expected 
adoption could take place in the first half of 2017.  

 
Participants can provide comments, if any, during the next two weeks. 
 
IFRA asked why the proposal did not reflect different risk exposures for leave-on than 
those for rinse-off products. It further suggested that the retention factor introduced by 
the SCCNFP for rinse-off products could be applied to the current situation.  
 
CE compared the situation to that of O-phenylphenol and wondered why it is necessary 
to regulate Tagetes patula and Tagetes minuta in rinse-off products at all.  
 
COM replied first to the Cosmetics Europe question explaining that these two situations 
were not comparable. In the case of Tagetes, the first scientific opinion recommended a 
ban of three Tagetes substances: Tagetes erecta, minuta and patula. The second opinion 
was restricted to Tagetes minuta and Tagetes patula in leave-on products as only these 
two substances in this use had been defended by the industry.  
 
In reply to the IFRA question, COM informed that the proposal to apply the same 
maximum concentration to leave-on and rinse-off products was based on the 
precautionary principle. COM further replied that it will reflect on the industry's 
comments. 
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4. FRAGRANCE ALLERGENS: IDEA PROJECT – NEW DEVELOPMENTS – 
PRESENTATION BY PROFESSOR BRIDGES (CHAIRMAN OF THE SUPERVISORY 
BOARD)  

The Chair welcomed Professor Bridges and gave him the floor. PowerPoint presentation 
will be uploaded to CIRCA BC.  

5. ANY OTHER BUSINESS  

5.1. Workshop 2 on cosmetic product preservation (22 September 2016) 

COM reminded of the second workshop on cosmetic product preservation taking place 
tomorrow. The main two themes for discussion are 1) risk assessment process of 
preservatives, and; 2) new preservative materials. Members of both the SCCS and the 
Biocidal Products Committee (BPC) will make presentations as well as industry and a 
Member State.  
 

5.2. Aluminium (DE, CH) 

COM informed that CE (the applicant) presented a new dermal penetration study to 
SCCS experts on 28 June 2016. After its finalisation by the applicant, the dossier will be 
the basis of the new mandate for the safety evaluation of Aluminium.  

5.3. Ethyl Tosylamide (DE) 

Some Member States and industry representatives were of the opinion that only 
"sulphanilamide and its derivatives" are covered by entry 307 in Annex II while other 
Member States considered that the whole group of sulphonamides is covered by this 
entry. 

COM reminded that this issue was discussed in the Working Group in 2011 and again in 
2013 but no agreement on the interpretation was achieved. COM considered that this 
issue is first of all of scientific nature as some categories of sulphonamides used for 
pharmaceutical purposes are known for triggering antimicrobial resistance. 

COM informed that it will check whether the SCCS or EMA can clarify which categories 
of substances within the sulphonamides may trigger antimicrobial resistance. If 
necessary, entry 307 in Annex II will be adapted accordingly.  
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ANNEX 

Article 15 of the Cosmetics Regulation on CMR substances 

 
The Commission explained at the Cosmetics Working Group of 21 September 2016 that 
Article 15 of Regulation (EC) No 1223/2009 on cosmetic products2 (Cosmetics 
Regulation) has been subject to a very careful analysis at the appropriate inter-services 
level. 

 

1) As regards the legal effect under the Cosmetics Regulation of a classification of 
a substance as carcinogenic, mutagenic or toxic for the reproduction (CMR) under Part 
3 of Annex VI of Regulation (EC) No 1272/20083 on classification, labelling and 
packaging of substances and mixtures (CLP Regulation), CMR substances cannot be 
considered as being automatically prohibited for their use in cosmetic products and their 
prohibition must be implemented by specific acts amending the relevant Annexe(s) of 
the Cosmetics Regulation.  

This interpretation is, first of all, based on the need to ensure legal certainty for both 
operators and national Competent Authorities. An automatic ban does not imply the 
amendment of the relevant Annexe(s) of the Cosmetics Regulation that are an integral 
part of the Regulation itself and legally binding. Therefore, legal certainty can only be 
provided by inserting these substances in Annex II and removing them, where 
necessary, from Annexes III to VI of restricted or authorised substances for use in 
cosmetic products. 

Additional reasons in favour of the non-automatic ban under the Cosmetics Regulation 
of substances classified as CMR under the CLP Regulation are the following:  

- The wording of Article 15: In Article 15(1), the use of "to these ends", in the plural 
sense, means that in cases of both prohibition and exemption from the prohibition, the 
Commission has an obligation to adopt measures; in the 4th sub-paragraph of Article 
15(2), the words “in order to implement this paragraph” refer to the entire paragraph of 
Article 15(2) covering both the prohibition and the derogation; 

- Historical reasons: There was no automatic ban under the Cosmetics Directive 
(76/768/EEC) and an automatic ban for CMR substances classified after the date of 
application of Article 15 (1) and (2) (1st December 2010 according to Article 40 (2) of the 
Cosmetics Regulation) would lead to a discrepancy of treatment between substances 
classified before and after 1st December 2010;  

- Coherence with other sectors (e.g. plant protection products or biocides). No 
automatic ban applies to the use of substances classified as CMR in these sectors.  

                                                 
2 Regulation (EC) No 1223/2009 of the European Parliament and of the Council of 30 November 2009 on 

cosmetic products, OJ L 342, 22.12.2009, p. 59 

3 Regulation (EC) No 1272/2008 of the European Parliament and of the Council of 16 December 2008 on 
classification, labelling and packaging of substances and mixtures, OJ L 353, 16.12.2008.  
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2) As regards the deadline for adopting the act to ban the CMR substance or to 
derogate from the ban: 

- Art 15(2) indicates that the Annexes have to be amended within a maximum of 15 
months after the “inclusion” of substances classified as CMR 1A/1B in Part 3 of Annexe 
VI to the CLP Regulation. This should be interpreted as the date of application4 of the 
classification and not as the date of entry into force, as the ban of a CMR substance for 
use in cosmetics could not possibly apply before the CMR classification has become 
applicable; 

- In Art 15(1), there is no specific time foreseen for the adoption of the act to ban or 
derogate concerning substances classified as CMR2. Taking into account the “effet 
utile” of Art 15 and the need to protect public health, the act should apply as close as 
possible from the date of application of the CLP classification (and at the latest within 15 
months after the inclusion of the substance).  

 
3) As regards the possibility for granting an additional period of transition for the 
placing on the EU market of only compliant products and the withdrawal of non-
compliant products: 

- Articles 15(1) and (2) do not make any reference to the possibility to provide specific 
transitional periods for the application of the ban of CMR substances in cosmetics. 

- However a transitional period may be granted on a case-by-case basis provided the 
need for a transitional period and its length are duly justified. 

 
4) As regards the next operational steps in terms of implementation of the 
classification of substances as CMR under the Cosmetics Regulation, the 
Commission is considering the adoption of an “Omnibus Act” revising Annexes II as well 
as, where appropriate, Annexes III to VI of the Cosmetics Regulation and covering all 
substances classified as CMRs either before or after 1st December 2010. The final 
adoption of this Act, through a public consultation and comitology with scrutiny, is 
foreseen by the 4th trimester of 2017.  

 

                                                 
4 Usually between 15 months and 18 months after its classification as CMR 


