
CLINICAL SAFETY STUDIES

CLINICAL SAFETY STUDIES

Title	 Human Patch Test - 21 days cumulative irritability test under dermatological control.
 
Objective	 To confirm the absence of cumulative irritant potential of a product after repeated application 

under patch. 

Schedule	 Duration of the study: 22 days. 	
	 Beginning: According to annual schedule (several panels once a month). 
	 Report: 2/3 weeks after the end of the study. 

Methodology	 Clinical assessment of the cutaneous response. 

Procedure	 • 	Skin examination of application site.
	 • Application of the product to the back of the subjects 3 times per week for 3 consecutive 	

	 weeks under occlusive or semi-occlusive patch (according to its composition and/or	
	 category or class of product).

	 • Patch removal after 48/72 hour-contact with the skin. 
	 •	Skin examination of the application site at least 15 minutes after each patch removal.

PATCH TEST – Repeated Closed Application (R)PT

Title	 Human Open test under dermatological and/or ophthalmological and/or
	 stomatological and/or gynaecological control. 
	
Objective	 To confirm the compatibility of a product after one or several applications under controlled 

conditions very close to its normal conditions of use.

Schedule	 Duration of the study: According to the type of product and its conditions of use.
	 Beginning: From 1 to 2 weeks upon receipt of the samples.
	 Report: 2/3 weeks after the end of the study.

Methodology	 Clinical assessment of the cutaneous/ocular/hair…response.

Procedure	 • Clinical examination of application site.
	 • Controlled application of the product by the responsible technician at the investigating	

	 centre.
	 • Clinical examination within the hour following the application.

	 Optional:
	 	 - Additional applications at home
	 	 - Professional pictures
	 	 - Several specialist controls

OPEN TEST – Single or repeated open application
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