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CEFIC) and GROW F2 on silica — 13 April 2021

1. PARTICIPANTS

1.1. Cosmetics Europe

1.2. ASASP

1.3. GROW F2

2. MAIN CONCLUSIONS
e ASASP and Cosmetics Europe confirm their full commitment to the roadmap.

e The draft regulatory measure will be put on hold as long as the roadmap is
followed and the objectives are met.

e ASASP and Cosmetics Europe will submit the roadmap separately, so that the
Commission can share it with members of the Working Group.

3. COSMETICS EUROPE PRESENTATION
e We are convinced about the safe use of silica. There is extensive data.
e SCCS’ concerns are about exposure in the finished cosmetic products. The
exposure depends on a number of parameters including the matrix of the final

formulation, pH, agglomeration, solvent, etc.

e Staged approach is necessary.



4.

5.

Widespread use, so impact of ban or restriction would be significant, including
for consumer health because of oral care.

ASASP PRESENTATION

Silica is also used as food and feed additive (currently under EFSA assessment).

We work on filling the gaps identified in the SCCS opinion. Some literature data
is not pertinent, because the manufacturing route differs from that actually used.

GROW F2

The Commission requested ASASP and Cosmetics Europe to provide in
particular phys/chem characterisation data. Any read-across must be justified.

The Commission notes from the roadmap that ASASP and Cosmetics Europe are
trying to address SCCS’ concerns.

The Commission signalled that SCCS works on full dossiers. To be seen whether
SCCS waits for full submission or starts its assessment.

The Commission emphasized that it uses the SCCS’ opinions for its regulatory
measures but it also noted that not all information might have been available.
Therefore, the Commission urge ASASP and Cosmetics Europe to follow the
commitments indicated in the roadmap.

The Commission will put the regulatory measures on hold until the data are
transmitted in accordance with the dates set out in the roadmap, and will then
assess the next steps.

The Commission will share the roadmap with the members of the WG group. e
The Commission is open to accept a summary reports instead of the full studies
until they are completed and ready to be submitted. However, the Commission
informed during the meeting that it is up to the SCCS to decide whether this is
adequate for risk assessment. ASASP and Cosmetics Europe should indicate the
missing (and forthcoming) elements in the relevant chapter submission (i.e. the
inhalation mechanistic study) and should re-submit the full/complete chapters in
the final dossier submission by the end of 2021.





