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1. Scoring System of Skin Reaction

Reaction

Irritation score

Erythema and eschar formation

No erythema

Very slight erythema (barely perceptible)

Well-defined erythema

Moderate erythema

Severe erythema (beet-redness) to eschar formation preventing grading of erythema

W N = O

Other adverse changes at the skin sites shall be recorded and reported.

Oedema formation

No oedema

Very slight oedema (barely perceptible)

Well-defined oedema (edges of area well-defined by definite raising)

Moderate oedema (raised approximately 1 mm)

Severe oedema (raised more than 1 mm and extending beyond exposure area)

Maximal possible score for irritation

V| lwW( (=

Other adverse changes at the skin sites shall be recorded and reported.

2. Primary or Cumulative Irritation Index Categories in A Rabbit

Mean score Response category
0to 0,4 negligible
05t019 slight
2to49 moderate
5to8 severe

PIS = (St—Sc)/ 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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Good Laboratory Practice for Nonclinical Laboratory Studies. Title 21 of the U.S. Code of
Federal Regulations, Part 58. The United States Food and Drug Administration.

. Good Laboratory Practice for Nonclinical Laboratory Studies (TFDA, 3rd., 2006).

. Current OECD Principles of Good Laboratory Practice (Organization for Economic
Cooperation and Development, Paris, ENV/MC/CHEM (98) 17).

. Biological evaluation of medical devices- Part 12: Sample preparation and reference materials.
ISO 10993-12:2021.

. Biological evaluation of medical devices- Part 2: Animal welfare requirements. ISO 10993-
212022,

. Biological evaluation of medical devices- Part 23: Tests for irritation. ISO 10993-23:2021.
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