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INTERNATIONAL ISO
STANDARD 10993-23

First edition
2021-01

Biological evaluation of medical
devices —

Part 23:
Tests for irritation

Evaluation biologique des dispositifs médicaux —

Partie 23: Essais d'irritation
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Round Robin study to evaluate the Reconstructed Human Epidermis (RhE) model as in vitro skin
irritation test for detection of irritant activity in medical device extracts. Toxicol. In Vitro 50 (2018)
439-449.
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ISO 10993-23 Biological evaluation of medical devices
— Part 23: Tests for irritation (—&Bk#E)

6.3 Materials
6.3.1 Reconstructed human epidermis models — Product description

Both models have been validated by EURL ECVAM for determining skin irritation of
chemicals and are included in OECD 439 and EU Guideline B.46. These models
were validated with neat industrial chemicals for the purpose of classification and
labelling. The other described and recognized models included in OECD 439, can be
used for medical device skin irritation if validated for testing medical device extracts
for skin and tissue irritation. The validation of a new RhE based method similar to a
reference method is called catch-up validation.

The validation for a new RhE model listed in the OECD 439 for in vitro skin
irritation must demonstrate equal performances in terms of predictive capabilities
and within- and between- laboratory variability to those of the initial round robin
study. The inter-laboratory study (minimum three laboratories) must be carried
out blind with three runs (three production batches of the RhE model) on a set of
irritant and non-irritant materials equivalent to that of the original round robin study.
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