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Biological evaluation of medical devices - Guidance on the conduct of biological
evaluation within a risk management process

Contents Page
0T =T o iv
o X0 11T T o v
1 £ o - S 1

2 Normative referenCes ... 1

3 TermsanddefinitioNs ... 1

4 Biological evaluation as a risk management practice .........ccccccvcminnimni e, 2
4.1 7= o 1= T 2
4.2 The biological evaluation Plan ... s nnnnn 3
5 Guidance on risk ManNagemeNt ...........ccccccriiriiiiisccsserr e sss s sssm s e e e e e e s s s s s mns e e e e e e sas s s s mnen e e e e e nnnnnnn 5
5.1 RISK @SSE@SSMENL ...t 5
5.2 L= Q0 31 1o ) 7
5.3 Evaluation of residual risk acceptability ..........cccccomiimminii i ——_— 7
5.4 Post production MONItoring ........cccciiiiiiii s ———————— 7
6 Guidanceonspecificaspectsofbiologicalevaluation ... s 7
6.1 Material characterization ... 7
6.2 Biological evaluation ... —————— 8
6.3 Device testing considerations ... ———————— 9
6.4 Biological safety asseSSmMeNnt ...........cccccciiimiiiiicccierrrrr e s 10

6.5 (€710 =1 T Ie 11T =T o= S 1

=1 o7 [T Yo | = T o 17/ 13



		2024-05-17T16:06:50+0000
	DIN Deutsches Institut fuer Normung e. V.
	Dokument ist zertifiziert




