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Biotechnology - General requirements and considerations for cell line identification
and cross-contamination testing

Contents Page
0T =T o v
o Yo 11T T o Vi
1 5 o o o - SRS 1
2 NOIrmMative refereNCEeS ... mn e e e s s e smnn e e e e es s snmnmnnnns 1
3 Terms and definitioNs ... 1
4 Principles of cell line authentication ................e 4
4.1 = T o | N 4
4.2 L0 T U= T L= o e 1o o 5
4.3 Detection of cross-contamination .............ccccoiircoiiiirescir e 6
4.3.1 Detection of cell line inter-species cross-contamination ............ccccoooiiiiinncccccscine e 6
4.3.2 Detection of cell line intra-species cross-contamination ...........cccccovcmmiiiiiniccccseceree e 6
4.4 Confirmation of cell line-specific characteristics .........ccccvieiiicmiiiiicccccccr s 6
441 =Y o 1= - | 6
44.2 Detection of cell line heterogeneity ..o ————— 7
443 Detection of cellular differentiation ..............ooin i 7
4.5 Best practice in Cell CUIUIe ... e e 7
4.51 7= T o | N 7
4.5.2 Aseptic tECRNIQUE ... e 7
4.5.3 Equipment and reagents ... s 8
4.5.4 L= o L] = Tl o2 (== T 1 4 S 8
4.5.5 g o o =l T T4 o | 114V RS 8
4.5.6 L0 ¢ =Y o2 8 1 7= |1 ' [ OSSN 8
4.5.7 1] o 011 o) 4 3V PSS 8
4.5.8 Quaranting NeW Cell liNES ...t e e 8
4.5.9 Regular stocking of cells in CUltUre ... ————_— 8
5 Application scenarios of cell line authentication ...........ccccciiiiiinri . 9
6 Detection method for cell line identification and cellular cross-contamination ...................... 9
6.1 =TT o N 9
6.2 DNA-based cell line identification methods ..........ccccciiieeiiinccir e 9
6.2.1 Short tandem repeat profiling for human cell lines ..o 9
6.2.2 STR profiling for non-human Cell liNeS ... e 12
6.2.3 Single nucleotide polymorphism profiling ......c.cccccccoimiimiiinicccsecrrr e 13
6.2.4 [ ]V = oo Yo 11T RSP 14
6.2.5 Species-specific MultipleX PCR ... s 14
6.2.6 Whole genome SEQUENCING ......ccceriiiimiriiiiiiisinssrr s sssssss s s s sss s s ss s s sa s s s e sssn s sassnnenass 15
6.3 Related methods for cell line authentication ...........cooir s 15
7 Method selection for different purposes ... 16
71 = T - | 16
7.2 Method selection for verification of cell identity .........ccoccocmmiieecirnccece e 16
7.21 Confirmation of cell line identification ...........ccoo o 16
7.2.2 Identification of cell line genetic Profile ... 16
7.2.3 Identification of cell line gene MUtations ... e 16
7.2.4 Authentication for co-cultured Cells ... 16



7.2.5 Authentication for ex vivo cell CUItUre ..........ccoiiiiiiieiiiiiiiirrecrr e s s e e mannanes 17

7.3 Method selection for cell line cross-contamination ..........ccccciciicniriicc 17
7.31 Cell line inter-species cross-contamination ...........ccccecciinicc e ———— 17
7.3.2 Cell line intra-species cross-contamination ............cccocciiniicnc e ———— 17
74 Authentication PUIrPOSE ... s mmn e e s e mmnn e 18
8 QUALILY CONLIOI ... 18
8.1 Personnel training ... s 18
8.2 Instruments and eqQUIPMENL ... ... —————— 18
8.3 Y= T =T 0 19
8.4 Validation and verification of methods ... 19
8.4.1 L= 1T o | 19
8.4.2 R 11T =1 oo 19
8.4.3 BT T 1 oo 19
8.5 Control of laboratory operation ...........cccciircccirircssir e 19
9 0= o o o 20
Annex A (informative) Detection methods for cell line identification and cell line cross-

Lo = T4 01T 1T o 21
=70 0 1T o =T ] 1 1T/ 23



		2026-09-13T09:38:09+0000
	DIN Deutsches Institut fuer Normung e. V.
	Dokument ist zertifiziert




