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ISO 10993- 10 — Biological evaluation of medical devices
Part 10:
Tests for irritation and sensitization
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1-Non-Invasive human Tests
2-Clinical trials

3-Strong Sensitizers

4-Repeated exposure
5-Maximization method (Magnusson & Kligman)
6-Closed patch method (Buchler)
7-Topical administration
8-Freund ' s Complete adjuvant
9-Exposure time

10-Preliminary phase
11-Induction phase

12-Challenge phase

13-Delayed & persistent
14-Hypersensitivity reactions
15-Flank area

16-Borderline reactions



17-Vehicles

18-Open challenge

19-Delaied contact hypersesitivity

20-Exposure

21-Irritation

22-Oedema

23-Erythema

24-Eschar

25-Corrosion

26-Ulceration

27-Necrosis

28-Negative control

29-Positive control

30-Solvent

31-Reagent control

32-Extraction

33-Oleum neutral
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35-Super - absorbents
36-Non - subdividable
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38-Intradermal induction phase

39-Topical indvction phase

40-Challenge phase
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