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Speaking points

e The last meeting of the sub-group took place on 20 November 2012

1) Update on status of proof of concept study for allergy alert test

e Following the workshop on skin sensitisation test (6 April 2011) industry
agreed to work 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.

e The two main elements of this exercise are the proof of concept study
(presented at the meeting of sub-group on skin allergens on 28 September
2011 and at AHWP meeting on 8-9 November 2011) and the evaluation
of risk of induction and target group definition.

The industry launched the proof of concept study whose aim is:

1. To evaluate the impact of parameters selected to increase harmonisation
and standardisation

- Type of application: Open

- Site of application: retro-auricular versus volar aspects of forearms

- Contact time: 45 minutes

- Product applied: Hair colouring formula mixed with developer (at typical in-
use ratio)

- Reading time: at specific times

2. To evaluate the robustness of the test

- Reading of test reactions by subjects and dermatologists
- Reading at specific times

- Objective scoring and auto-evaluation

The study was launched in the first quarter of 2013 by testing selected PPD-
positive hair dye allergic subject. This testing phase was expected to last until
2015 when testing controls will be carried out. The analysis of the obtained data
will be concluded by a study report in 2016.

Some MS (in particular SE, DK) were concerned about this approach because
the safety of allergy alert test has not been established yet. They expressed their
concerns that industry continues to advice consumers to perform the allergy alert
test even though the test has not been validated. The current status of the test is



that it is being investigated and until the result of that is available the test should
not be recommended to consumers. It was also suggested to have an opinion
from the SCCS on the proof of concept study.

Overall, the MS experts were of the opinion that the proposed time plan is too
long and that the alignment of the vast majority of the test parameters can
be done by industry much earlier. Industry agreed that such an alignment is
feasible before the completion of the proof of concept study. Industry will
propose a harmonised approach for the parameters of the allergy alert test by
February 2013.

2) Industry approach to QRA for hair dye ingredients

e At the last meeting of the sub-group Cosmetics Europe presented the
guantitative risk assessment for skin sensitisation with a consideration of a
simplified approach for hair dye ingredients. It is important to move from
hazard to quantitative assessment while considering the quantitative
component of the ingredient. It was proposed that the SCCS could review
the industry approach to QRA for hair dye ingredients which could be
used also for other ingredients.
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