DIN EN ISO 10993-10:2007-06 (E)

Biological evaluation of medical devices - Part 10: Tests for irritation and delayed-
type hypersensitivity (ISO 10993-10:2002+Amd.1:2006) (includes Amendment
A1:2006)

Contents Page
Foreword t0 EN 10993-10:2002 ..........cooiiiiiiiiimeireresiirsemsne e s s sa s ssmmsae e e e s sas s s mms s e e s essa s s e smmeseessas s snmnnnssessansen 3
L Yo 11T T o 5
1 T o - 6
2 NOIrMAtive refErEeNCES ..ot ae e s e mnn e nas 6
3 Terms and definitioNS ... 7
4 General principles -- Step-wise approach ...........cccccciimiiiicccsseerrr s 8
5 Pretest considerations ... 9
5.1 L= 1T - 9
5.2 Types of material ..o —————————— 9
5.3 Information on chemical cOmMPOSItioN ... ——— 9
5.4 Material characterization ... s 10
6 Irritation teStS ... —————— 10
6.1 In vitro irritation testS ... ————————————— 10
6.2 Factors to be considered in design and selection of in vivo tests ..........cccccocmriiiiniccccincenns 10
6.3 Animal skin irritation test ... ——— 1
6.4 Human skin irritation test ... ——————— 15
7 Delayed hypersensitivity tests ........ccccciimiiniiii i —————— 19
71 Choice Of teSt ... e e 19
7.2 Choice of test sample concentrations ... 19
7.3 Other important factors affecting the outcome of the test ..o 19
7.4 Maximization test for delayed hypersensitivity .........ccccociviiiniiciin e, 20
7.5 Closed-patch test for delayed hypersensitivity .......cccccccoeccvimmiiiiiiccccsecrrr e e 23
8 Key factors in interpretation of test results ........cccccoiiicccii e ——— 25
Annex A (normative) Preparation of materials for irritation/sensitization testing ...........ccccceverrnernnnn. 26
Annex B (normative) Special irritation tests ........c.ccc i ——————— 28
Annex C (informative) Background information ..o 46

Annex ZA (informative) Relationship between this European Standard and the Essential

Requirements of EU Directives 93/42/EEC and 90/385/EEC .........cccccccimmriricccsnceressensssssssnnnenes 50
Annex ZB (normative) Normative references to international publications with their relevant

European publications ... 51
=1 o7 [T Yo | = T o 17/ 52



		2026-06-18T01:07:56+0000
	DIN Deutsches Institut fuer Normung e. V.
	Dokument ist zertifiziert




