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Biotechnology - Biobanking - Requirements for human mesenchymal stromal cells
derived from umbilical cord tissue

Contents Page
0T =T o '
L Yo 11T o vi
1 £ T o o1 1
2 Normative referenCes ... s 1
3 TermsanddefinitioNs ... e 1
4 Abbreviated terms and SYMDOIS ... ————— 5
5 General reqUIrEMENES .......oooccccieciiiriii e ssss e e s s s s s sssse e e e ee s s s mnnn e e e e s sns s s nmnnneenesnnnsnnnns 10
5.1 =Y =T - | 10
5.2 Personnel, facilities and eqUIPMENt ... 10
5.3 Reagents, consumables and other supplies ........ccccoccmiiriicnic e ——— 11
5.4 Management of information and data ..o —— 1
6 Collection of umbilical cord and associated data .............cccooooiiiiiiccciii e 11
6.1 Information about the umbilical cord donor ... 11
6.2 [T [=Texu oY o T o1 e =Y 11 ] =X OSSP 12
7 Transport of umbilical cord or hUC-MSCs and associated data to the biobank ................... 13
8 Reception and traceability of umbilical cord tissue or hUC-MSCs and associated data ..... 13
9 Isolation and expansion of hUC-MSCSs ..........ccccccmiiniimiirr e 13
9.1 o Y o === 13
9.2 Unique identification ... —————— 13
9.3 Testing for infectious agents ... ——— 14
9.4 Isolation of hUC-MSCs and primary culture ..o 14
9.5 Subculture and limited eXPanSIoN ... 14
10 Characterization of NUC-MSCS ..........occociriiiieirrircre e e e e ms e s smn s s sms e s s s s e s e s smne e smnns 14
10.1 =Y o= | 14
10.2 Y= T 1 11 15
10.3 1 oY g o g 7o e )V SR 15
10.4 Population doubling time and subculture/passage ..........cccccerrriiicccsmernrennnss s 16
10.4.1 0 S PPSPPRR 16
10.4.2 SUDCUIUIE/PASSAGE .....coiceiiiiiieir i s 16
10.5 Cell population PUKtY ... e 16
10.6 In vitro self-renewal assesSSmMEeNt ......... i 17
10.7 Proliferation ... e 17
10.8 Differentiation capability -- In vitro multilineage differentiation ...........cccccovriecriricccnnnccceenn. 17
10.8.1 =Y =T - | 17
10.8.2 In vitro adipogenic differentiation ...........ccccooiirorirncc 17
10.8.3 In vitro chondrogenic differentiation ...........ccoocciii e ———— 18
10.8.4 In vitro osteogenic differentiation ... ————— 18
10.9 Immunophenotyping by flow cytometry ... ———— 18
10.10 Paracrine secretion/expression (protein-based assay of secretome) ..........ccccoecmmmrrrriiiccinnnes 20
10.11 Immunoregulation (modulation of immune cells) .......cccccovciiiriicnc e —— 20



10.12 Microbial contamiNAtioN .........icceiiiiiiiiiii i rress s s rrss s rren s s resssssranssssrannsssrennssssrennssnrnenns 21

11 QUALILY CONEIOI ... ————————— 21
12 5 o -V - 22
13 I = 7 3 23
14 D 113 oo L= | S 24
15 Distribution of hUC-MSCs -- Information for users .........ccccconiiiicniiniicncn e 24
16 Transport Of NUC-MSCS ... s s s e mmn e e e e s mmn e e e e 24
16.1 (€= 3 1= = | 24
16.2 hUC-MSCs frozen in ampoules Or CryoVialS ........cccccceceerireemrrnrsserrsssseesssssmee s s smsesssssmsesssssmeees 25
16.3 Living RUC-MSC CUIUIES .....coooiceeieccee e e e s e e s s ssme e s s e s e s s e e e e e e e smn e e e mmn s 25
Annex A (informative) Exemplary quality control test procedure for biobanking of hUC- MSCs ........ 27
Annex B (informative) Examples for suitable methods for the isolation and primary culture of hUC-

11 0T 28
Annex C (informative) Exemplary methods for characterization of hUC-MSCs ........cccccociciiiiiiiiniiiinnns 30
=70 o [T - o )/ 32



		2026-04-20T16:07:58+0000
	DIN Deutsches Institut fuer Normung e. V.
	Dokument ist zertifiziert




