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1. Acute dermal irritation/corrosion, OECD guideline for the testing of chemicals. #404
(2002) OECD.

2. Biological evaluation of medical devices- Part 2: Animal welfare requirements. ISO
10993-2:2006.

3. Biological evaluation of medical devices-Part 10: Tests for irritation and skin
sensitization, ISO 10993-10:2010.

4. Biological evaluation of medical devices- Part 12: Sample preparation and reference

materials. ISO 10993-12:2012.
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1. Score System of Skin Reaction

Primary
Reaction Irritation
Score
Erythema and eschar formation
- No erythema 0
- Very slight erythema (barely perceptible) 1
- Well-defined erythema 2
- Moderate erythema 3
- Severe erythema (beet redness) to eschar formation preventing grading or erythema 4
Oedema formation
- No oedema 0
- Very slight oedema (barely perceptible) 1
- Well-defined oedema (edges of area well-defined by definite raising) 2
- Moderate oedema (raised approximately 1 mm) 3
- Severe oedema (raised more than 1 mm and extending beyond exposure area) 4
2. Evaluation Table of Single Dermal Irritation
Primary Irritation Index (PII) Irritation Interpretation
0~04 Non-irritant
05~1.9 Slightly irritant
20~49 Moderately irritant
5.0~ 8.0 Severely irritant
PIS = St—S¢/ 6 (Two test sites, three observation time points)
PIS = Primary Irritation Scores of each animal
St = Total scores of two test sites in three observation time points
Sc = Total scores of two control sites in three observation time points
PII = (Total PIS of 3 animals)/3
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