DIN EN I1SO 22442-3:2008-03 (E)

Medical devi ces utilizing animal tissues and their derivatives - Part 3: Validation of
the elimination and/or inactivation of viruses and transmissible spongiform
encephalopathy (TSE) agents (ISO 22442-3:2007)

Contents Page
0T =T o 3
0 Yo 11T T o 4
1 T o - 5
2 NOIrMAtive refErEeNCEeS ... s s n e mnn e s 5
3 Terms and definitioNS ... 6
4 General reqUIFEMENTES .......coiiiicciieiiier i iisccsssserre s s ssssssssssr e e e e s ss s s s ssmnn e e e e e saassssmsneeeneseasassnnnnenssnsssnnnn 7
4.1 RiSK MANagement ... s 7
4.2 Sourcing and manufacturing ProCess ...........cccoermmn i ————————— 7
4.3 General requirements related to validation ... 7
5 LItErature r@VIEW ... smn e e e e e e mmm e e e e s s e nmmn e e e 8
5.1 Conduct of the literature reVIieW ... s 8
5.2 Application of literature review output ... ————— 8
5.3 T === 8
5.4 IR == Ve =] 11 OSSR 8
6 Elimination and/or inactivation study of viruses and TSE agents ...........ccccoecmrrrrriisicccnncennnn. 9
6.1 7= o 1= T 9
6.2 e o o o o1 9
6.3 Conduct of the Study ..o ————————— 10
6.4 Interpretation of data ... ——— 10
7 T T 1IN =T o o o 10
8 RNV =0TV o 8 11 T VI (= o X o P 10
9 Routine monitoring and control of critical process parameters ..........cccccccvvmrrrriiiiccccsneeenns 10
Annex A (normative) Requirements related to literature review ..........ccccccomiiiicccccecrinnnsnsscccsseee e es s 1
Annex B (informative) Guidance on the elimination and/or inactivation study for viruses .................. 15
Annex C (informative) Guidance on the elimination and/or inactivation study for TSE agents ........... 20
Annex D (informative) Guidance on scaling down ... ———— 21

Annex E (informative) Statistical evaluation of virus titres and reduction factors and assessment of

their validity ......cocoiimir e —————————— 22
Annex F (informative) Calculation of reduction factors ..........cccccccimiiiiiiccirr e 24
Annex G (informative) Probability of detection of agents at low concentrations ..........ccccccovciinniinnen. 23



Annex ZA (informative) Relationship between this European Standard and the Essential
Requirements of EU Directive 93/42/EEC as amended by Commission Directive
2003/32/EC ....cueeiiuiiriirinsresase s aass s ss s s s e e g SRR AR R AR S AR AR EARARERR AR R ReAE SR eEeannnnnaneaas

0 o 1T o T T o 1N



		2026-07-12T03:42:57+0000
	DIN Deutsches Institut fuer Normung e. V.
	Dokument ist zertifiziert




