
 
 - 1 -

DIN EN ISO 10993-2:2006-10 (E) 
 
 
Biological evaluation of medical devices - Part 2: Animal welfare requirements (ISO 
10993-2:2006) 
 
 
Contents            Page 
 
 
Foreword ..........................................................................................................................................................2 
 
Introduction ......................................................................................................................................................3 
 
1 Scope ...............................................................................................................................................4 
 
2 Normative references ....................................................................................................................4 
 
3 Terms and definitions ....................................................................................................................4 
 
4 Requirements .................................................................................................................................6 
4.1 General ............................................................................................................................................6 
4.2 Justification for animal tests ........................................................................................................7 
4.3 Competence of personnel .............................................................................................................7 
4.4 Planning and performance of animal tests .................................................................................7 
4.5 Test strategy -- Sequence of in vitro and in vivo tests ...............................................................8 
4.6 Animal care and accommodation .................................................................................................8 
4.7 Humane endpoints .........................................................................................................................9 
4.8 Study documentation ...................................................................................................................10 
4.9 Validity of test results and mutual acceptance of data ............................................................10 
 
Annex A (informative) Rationale for the development of this part of ISO 10993 ....................................11 
 
Annex B (informative) Further suggestions for replacing, reducing and refining animal tests ...........15 
 
Bibliography ...................................................................................................................................................16 
 


		2026-06-26T23:42:22+0000
	DIN Deutsches Institut fuer Normung e. V.
	Dokument ist zertifiziert




