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I. Regulatory Frame: 1223/2009 EC

II. Guidelines: The SCCS Notes of Guidance
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I. Art. 10: Safety Assessment

II. Art. 11: Product Information File

III. Annex I: Cosmetic Product Safety Report 

(CPSR)
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I. 3-1 SAFETY EVALUATION OF COSMETIC 
INGREDIENTS AS APPLIED BY THE SCCS 

II. - The safety of cosmetic products is based on the 
safety of the ingredients

III. The rationale behind the safety of the cosmetic
product being based on the safety of its ingredients
comes from the fact that many thousands of
different cosmetic products on the EU market are all
derived from a limited number of substances. 
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A typical safety evaluation procedure comprises the 
following elements: 

I. 1) Hazard identification is carried out to identify
the intrinsic toxicological properties of the 
substance, i.e. whether it has the potential to
damage human health. It is based on the results of
in vivo tests, ex vivo, in vitro tests, in silico
methods and read-across, clinical studies, case 
reports, epidemiological studies and data from Post-
Marketing Surveillance (PMS). Intrinsic physical and 
chemical properties of the substance under 
consideration are also taken into account. 
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I. 2) Exposure assessment

Human exposure is calculated based on the 

declared functions and uses of a substance as

cosmetic ingredient, the amount present in the 

respective cosmetic product categories and their

frequency of use. 
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I. 3) Dose-response assessment

For the relationship between the exposure and 

the toxic response, a Point of Departure (POD) 

is determined. The POD is defined as the dose-

response point that marks the beginning of a 

low-dose extrapolation (for threshold and non-

threshold compounds). In most Opinions a No 

Observed Adverse Effect Level (NOAEL) has

been used as POD. 
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I. 4) Risk characterisation

II. In risk characterisation, the focus in the NoG is

on systemic effects. In the case of a threshold

effect, the Margin of Safety (MoS) is mostly

calculated from oral toxicity studies, unless

robust dermal toxicity data are available1. In the 

case of an oral toxicity study, the following

equation is used: 
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 Conclusions
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Thanks for your attention!
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