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1. Terms of Reference
1.1. Context of the question

Triclosan is regulated in the Cosmetic Directive 76/768/EEC, Annex VI, part 1, reference n° 25
and can therefore be used as a preservative up to a maximum concentration of 0.3% in the
finished cosmetic product. Moreover, Triclosan is marked with the symbol (+) and thus may be
added to cosmetic products in concentration other than those laid down in this Annex for other
specific purposes apparent from the presentation of the product.

Preservatives are substances that may be added to cosmetic products for the primary purpose of
inhibiting the development of micro-organisms in such products.

Recently published reports have raised the question whether Triclosan could be involved in the
development of bacterial resistance.

1.2. Request to the SCCNFP

The European Commission received a request from the Swedish Medical Products Agency for a
re-evaluation of the safety of use of Triclosan in cosmetic products.

The SCCNFP was asked to perform an expert review on the basis of the data provided and to
answer the following questions :

1. Isthe use of Triclosan as a preservative in cosmetic products safe taking into account the
risk of resistance development by certain micro-organism?

2. Does the SCCNFP find it necessary in the safety assessment to take into account the fact
that Triclosan is used in other consumer products?

3.  Isthere a need for setting a new concentration limit for the use of this substance in
cosmetic products?

2.  Opinion
2.1 Introduction

In the light of recent scientific papers discussing the possible impact of the use of Triclosan on
the development of anti-microbial resistance and taking into account the fact that Triclosan is not
only used in cosmetics but in a wide range of consumer products, e.g. household detergents,
textiles, bedlinen, toys, or plastics intended for contact with food or feed, the Commission
services decided to request the Scientific Steering Committee (SSC) for its opinion prior to
address the issue to the SCCNFP.

The SSC was asked to answer the following question : Is the use of Triclosan in cosmetic
products safe, taking into account the risk of resistance development by certain micro-organism.
Is it necessary in the safety assessment to take into account the fact that Triclosan is used in
other consumer products?
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Subsequently, the SCCNFP was asked to answer the questions listed under point 1.2.

2.2 Conclusions and Recommendations

In the light of conclusions and recommendations expressed in the opinion of the Scientific
Steering Committee on Triclosan resistance, adopted by the SSC at its meeting of 27-28 June
2002, and on the basis of the information provided by the Swedish Medical Products Agency, the
SCCNFP is of the opinion that :

1.  under current conditions of use of Triclosan as a preservative in cosmetic products, it is
safe taking into account the risk of resistance by certain micro-organism.

2. there is no need for setting a new concentration limit for the use of Triclosan in cosmetic
products.

Taken into account the fact that Triclosan is used in other consumer products, the SCCNFP

endorses the recommendations expressed by the SSC in its above-mentioned opinion and in its
opinion on microbial resistance of 28 May 1999.
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