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Biotechnology - Biobanking - General requirements for biobanking (ISO 20387:2018)

Contents Page
EUropean fOr@WOId ......... ... e s ms e e e e s e e mmn e e e e e s aa s e ammnn e e e e s sa s nmnn e e e eeaaan 4
0T =T o 5
L Yo 11T T o 6
1 £ o o o - SRS 7
2 NOIrMAtiVe FefErEeNCES .......coi i s e e e mmn e 7
3 TermsanddefinitioNs ... nan 7
4 General reqUIrEMENtS ... e e e s 14
4.1 =TT - 14
4.2 IMpartiality ....ccccooiiiir i ——————————— 15
4.3 L0 o o 1o 1= o - 1 11 15
5 Structural reqQUIrEMENES .......coo e en e an e e nne e e e e e nnann 15
6 ReSOUIrCe reqUIrEMENTS ........ccccceiiiiiiiiiciisceree e e risssssssme s e s s ssssssssssms s e e s eesssssssmne e e e e essnsssnnmneneesenssssnnnns 16
6.1 7= T - P 16
6.2 =Y = o 1 = 17
6.2.1 171 4 =T - TP 17
6.2.2 Competence and competence asseSSMENt .........ccccciiiiiiiiiiissnrr e 17
6.2.3 I 11013 17
6.3 Facilities/dedicated areas and environmental conditions ............ccoooomiiiiiiiciiiicn s 18
6.4 Externally provided processes, products and ServiCes ..........cccocrciiimmnrininnncinsenne e 18
6.5 e LT o 1= 01 19
7 Process reqUIre@MENTS ........ccccccceririiiiiicsissceeeessissssssssme s e n s ssssssssssmsse s s ssssssssssmseseessssnssssnnnsnesensssssnnnns 20
71 =Y =T - | 20
7.2 Collection of biological material and associated data ...........cccccerriiiicccserer s s 21
7.21 Documented information requirements ..........ccocociiiri e ——————— 21
7.2.2 Pre-acquisition information ... ————— 21
7.2.3 ColleCtion ProCeAUIE .......cciiiiiiiiiiirr s r s n e nnn s 21
7.3 Reception and distribution of biological material and associated data ............cccceecuierinnnnn. 21
7.31 =T ] 1 4 e o = 21
7.3.2 =Y o= 011 ' o 21
7.3.3 DIStribDULION ...t 22
74 Transport of biological material and associated data ..........ccccccerreeiemrrecerrrccee s 22
7.5 Traceability of biological material and associated data ...........cccccccerrriiicccscerren e, 23
7.6 Preparation and preservation of biological material ..........cccccviiiiiccne s 24
7.7 Storage of biological material ........ccccceeiiicicciire e ———————— 24
7.8 Quality control of biological material and associated data .............ccccoeimmmriiinicccicccn e 25
7.81 171 4 =T - TS 25
7.8.2 Quality control of ProCeSSES ........ccciiiiiiiiriiiir e —————— 25
7.8.3 Quality control of data .........ccccmiiiiiiic e ————————— 26
7.9 Validation and verification of methods ... 26
7.91 1.7 4 =T - | 26
7.9.2 Validation ... s 26
7.9.3 Y=Y 1T 11 e o R 26
7.10 Management of information and data ... 27



7.1 Nonconforming OULPUL ..........ceiiiciiiiicirr i ——— 27

7111 7= T - 27
7.11.2 Control of nonconforming output ..o ———————— 28
7.12 =Y o o] o =T T U T =T 5 1T 0L = 28
7121 L T=Y =T T 28
7.12.2 Content of the report ... s sn e s nn e e e e e e a e nnnn 28
713 L0 oY 4 o F= T 1 £ OSSR 29
8 Quality management system requirements ... 30
8.1 £ o1 o o 1= S 30
8.1.1 (€71 4 =T - T 30
8.1.2 L0 T T 3 30
8.1.3 L0 T 10 3 T = 30
8.2 Documented information for the quality management system (Option A) .......ccccocvveriiinennn 30
8.3 Control of quality management system documents (Option A) ........ccccririiiriiniisnniniiennnnnnn: 31
8.4 Control of records (OPtionN A) .......cccciriicecerrrrrirrrrssrr e s s e e e s e e s s smr e ss s mr e s s e e e ssssmn e s snssmneenassnns 31
8.5 Actions to address risks and opportunities (Option A) ..o 31
8.6 Improvement (OPtion A) ... rrcecr e e e e s e s sme s smn e e e e smn e e e e nnn s 32
8.7 Corrective action for nonconforming output (Option A) ... 32
8.8 Internal audits (OPLioN A) ... rsscs e ssme e e e e s s s s s smn e e e e e ea s s s s sannne e e e sanssnnnnnes 33
8.9 Quality management reviews (Option A) ..o 33
Annex A (normative) Documentation requUIirements ..........cccciiiiiniini i ———— 35
Annex B (informative) Implementation guidance for ANnex A ... 37
Annex C (informative) Quality management system options .........ccccvciiiiiinne s 40
LT o1 To T | o 13/ 41



		2026-05-01T15:41:52+0000
	DIN Deutsches Institut fuer Normung e. V.
	Dokument ist zertifiziert




