ZPT Level in ASEAN
Background: Commission Directive 2007/17/EC/Office Journal of 22 March 2007 amended Council Directive 76/768/EEC concerning cosmetic products, for the purposes of adapting Annexes III (List of Restricted Ingredients) and VI thereto to technical progress. In this Directive, it was stated that the safe concentration for the preservative substances in Annex VI when used for other specific purposes (marked with asterisk*) should be included in Annex III to Directive 76/768/EEC. Zinc Pyrithione (ZPT) appears in Annex VI with asterisk (*) with maximum level of 1% but does not appear in Annex III. The SCCP opinion supports the safety of 1% level of ZPT and was reflected in the Commission Directive as the maximum level for the ingredient in Annex VI. There is current discussion in ACSB on the allowed level of ZPT for other usage eg anti-dandruff active than preservative. 
Discussion:

The 1% maximum level for ZPT is for preservative use only. ZPT can be used at higher level than 1% for other usage such as anti-dandruff active. 
Support:

Changes incurred on ZPT level requirement in the Directive:
	Ingredient
	Current
	March 2007 Office Journal

	
	Annex III
	Annex VI
	Annex III
	Annex VI

	Zinc Pyrithione

(ZPT)
	N/A
	(+) 0.5% in rinse-off products
	0.1% in hair, leave-on products 
	(*) 1.0% for hair rinse-off products, 0.5% for other product except for oral hygiene.


In Clause (7) in Office Journal of 22 March 2007, it says ‘Substances that were not considered to be safe by the SCCP when used in concentrations other than those laid down in Annex VI for other specific purposes should be subject to the restrictions laid down in that Annex for use as preservatives. The symbol (*) should therefore be deleted from those substances in Annex VI.
In Clause (8) in Office Journal of March 23, 2007, it says ‘all substances listed in Annex VI which may also be added to cosmetic products, for other specific purposes, in higher concentrations than those laid down in that Annex should be marked with the symbol (*).’

From these contents, we conclude that substances with (*) can still be used at higher concentrations in Annex VI unless it is specified in Annex III for the specific conditions. In case of ZPT, the use in hair rinse off products can be higher than 1.0% as it is not specified in Annex III while the use in hair leave-on products is restricted up to 0.1% as described in Annex III.
Further, the SCCP opinion did not raise any safety concerns on the use of higher level of ZPT in cosmetic products, thus the (*) is maintained for the ingredient in Annex VI. Higher level of the ingredient has also been used in ASEAN for a long time without record of any adverse reaction or safety issue. 

Net, we maintain that Zinc Pyrithione is safe for use other than preservative at level higher than 1%.

