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Minutes from the meeting of the Sub-Group on Skin Allergens
1 July 2015

1. Presentation on the progress on the proof of concept study for skin allergy alert test

Following the workshop on skin sensitisation test (6 April 2011) industry has been working on a new
protocol for allergy alert test which should be a considerable improvement in terms of
harmonisation, optimisation and validation as well as increased compliance.

At today's meeting the industry informed about the progress on new parameters for an improved
allergy alert test. The objective is to improve the allergy alert test in terms of harmonisation,
optimisation and validation as well as increased compliance.

The industry reminded that the purpose of the test is to alert consumers about a potential risk of not
tolerating the product. Any perceived difference vs. normal skin condition at test site should alert
consumers to not colour their hair and to seek medical advice. The overall objective is to protect as
many consumers as possible from a severe allergic reaction due to product use. Allergy alert test is
not intended for consumers with known hair dye allergy.

The industry launched the study on the proof of concept study for skin allergy alert test in 2013 with
the aim of designing a new allergy alert test. The testing of selected PPD-positive hair dye allergic
subjects necessary to determine the new parameters is still on-going. This testing phase will last until
mid of 2016 when testing controls will be carried out. The analysis of the obtained data will be
concluded by a study report in 2017.

2. Presentation on the induction of skin sensitization and quantitative risk assessment (QRA)
considerations for hair dye consumers and hairdressers

The presentation provided by the industry concluded the following:

» QRA consideration of hairdresser occupational exposure for relevant sensitizer PPD (per
working day) indicates a negligible risk for skin sensitization induction.

> Built-in conservatism in QRA for consumer exposure is considered sufficient to cover
hairdresser occupational exposure.

> Epidemiological data in hairdressers is inconclusive because vast majority of hair dressers do
also dye their hair.

Both presentations were share with the experts of the sub-group via CIRCABC.

3. State of play of the EU hair dye assessment strategy

COM reminded that the strategy enabled to identify more than 300 substances which can be used for
hair dyeing purposes. So far more 181 hair dyes have been banned by the strategy and listed in
Annex Il to the Cosmetics Regulation. The industry has been defending the use of more than 125 hair
dye substances for which they submitted updated safety files according to the requirements of the
SCCS. For 97 substances out of the 120 the assessment by the SCCS has been already concluded.

1



They are allowed for use in hair dye products with restrictions listed in Annex Ill to the Cosmetics
Regulation.

The latest Commission Regulation aiming at restricting the use of another recently assessed 8 hair
dye substances by regulating them in Annex Il was voted in favour by Member States in February
2015. In addition, the draft Regulation aims at authorising Thioglycolic acid and its salts for their use
in products intended for eyelash waving by setting up strict conditions in Annex Ill (for professional
use only) which reflects the latest SCCS. The Regulation is expected to be adopted by the
Commission in the summer.

A last batch of approximately 25 substances remains for assessment by the SCCS. Upon receipt of the
individual opinions regarding their safety, DG GROWTH will propose appropriate regulatory
measures, such as a restricted authorisation or a ban of these substances.

4. Update on the European framework agreement on the protection of occupational health and
safety in the hairdressing sector

COM informed about the agreement on clear guidance for hairdressers to work in a healthy and safe
environment throughout their careers. The agreement was reached about the trade union UNI
Europa Hair & Beauty and the hairdressing employers, Coiffure EU, representing more than one
million hairdressing workers across the EU.

The agreement builds on existing national best practices in the Member States that are effective in
reducing occupational health risks. It addresses, in particular, specific risks like the use of materials,
products and tools to protect the skin and respiratory tract and the need for sufficient space and
ventilation in salons where chemical substances are transferred or mixed.

The signatory parties Coiffure EU and UNI Europa Hair & Beauty have asked the COM for their
agreement to be made legally binding in the EU. Before presenting a legislative proposal to the
Council of Ministers, the COM will carry out an assessment of the representative status of the
signatory parties, their mandate and the legality of each clause of the agreement in relation to
existing Union law.

The next meeting of the sub-group on skin allergens is scheduled of the second half of 2016.
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