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IN VITRO SAFETY STUDIES

Title	 Assessment of the irritant potential of a test element on the EPISKINTM reconstituted 
epidermis model - OECD 439 

Reference	 Approved by the ECVAM (European Centre for the Validation of Alternatives Methods) and by 
the COLIPA (European Cosmetic Toiletry and Perfumery Industry Association): ATLA, 35, 559-
619, 2007. 

Objective	 To assess quantitatively the ability of a test element to produce a decrease in cell viability 
penetrating the stratum corneum after contact for 15 minutes with the reconstituted 
epidermis 

Test system 	 EPISKINTM with stratum corneum from human keratinocytes (3 units of epidermis) 

Schedule	 Duration of the study: 4 days 
	 Beginning: 4 weeks upon receipt of the sample
	 Report: 2-3 weeks after the end of the study 

Quantity	 2 x 20 g 

Methodology	 Assessment of the percentage of cell viability by staining of the living cells with a vital dye 
(MTT). Measurement of the mithochondrial activity and reading of the optical densities 

Procedure	 Per each reconstructed epidermis batch:
	 D-1: 	 • Control and storage of the test systems upon receipt
	 D1: 	 • Preparation of the reconstructed epidermis
	 	 • Contact of the test element (15 minutes)
	 	 • Incubation for 42 hours
	 D3: 	 • Revelation of the cytotoxicity
	 	 • Incubation for 3 hours
	 	 • Reading	

SKIN IRRITATION

Title	 Bovine corneal opacity and permeability test method for identifying ocular corrosives and 
severe irritants - OECD 437

Reference	 Adapted from Gautheron P. et al (Fundam. Appl. Toxicol. 1992, 18, 442-449).
	 Based on the BCOP protocol from the Interagency Coordinating Committee on the Validation of 

Alternative Methods (ICCVAM) of 2007, the INVITTOX Protocol 124 of 1999 and the information 
from the Institute for In Vitro Sciences (IIVS)

Objective	 To identify the corrosives and severe irritants for eye (R41 class)

Test system	 Corneas of calves

Schedule	 Duration of the study: 1 day
	 Beginning: 1 week upon receipt of the sample
	 Report: 2-3 weeks after the end of the study

Quantity	 2 x 30 g

Methodology	 Measurement of the opacity and permeability to fluorescein of calf cornea after contact with 
the test element under experimental defined according to the organoleptic nature of the 
product

Procedure	 Mounting of corneas before incubation
	 Measurement of opacity at T0
	 Contact with the test element
	 Measurement of opacity after contact
	 Measurement of permeability
	 Assessment of the corneal damage	

BCOP - OECD 437


