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Biotechnology - Gene delivery systems - Part 2: Quantification methods for viral
vectors

Contents Page
FFOT@WOTM.......... et \%
IIUETOAUICTION . ...t vi
1
2 NOTTNATIVE F@EETEIICES ..........ccoooeeeeee et 1
3 Terms aNd A@FIMETIONIS ... 1
4 CoNCEPLS fOr VITal VECEOT LI ...t

4.1 GENETAl VITal VECEOT COMOEPLS ....oooiooiieiieiiie itk
4.2 PhySical tIter MEASUTEIMIEIITS .....ooo oot
4.2.1 General physical titer concepts
4.2.2 Direct viral vector titer MEaASUTEIMENT ... 4
4.2.3 Indirect viral vector titer MEASUIrEMENT . ... 5
4.2.4 Physical titer assay matriX. ...
4.3 ACTIVIEY @SSAYS oo
4.3.1 General activity assay concepts
4.3.2 Assay for transduction..............
4.3.3  ASSAY FOT INFECTIVITY ..o
5 Considerations for viral vector qUanNtifiCation ... 11
5.1 Selection of fit fOr PUrPOSE ATEITDULE ...t 11
5.2 Consideration for selection of a fit fOr PUIPOSE @SSAY ... 12
5.3 Sampling of viral vectors for titer ...,
5.4  Preparation of samples for titer determination
5.4.1 General concepts for sample preparation ... 13
5.4.2 Environmental factors
5.4.3 Procedures..........
TR ) =) o {0 ) OSSOSO
5.4.5 Quality and stability Of TEAZENES ...
5.5  Considerations for cell-based assays...........c......
5.5.1 General concepts for cell-based assays..
5.5.2  Cell qualification.........ons
5.5.3  CONLIOLS oo
5.6 Performing @ MEASUTEINEIIT .......cccc...uvoirrieerierrisessseeessssessssesssseessssessssessssssssess s
6 Qualification, validation, and verifiCation ... 15
6.1 INSTrUMENT QUALTFICATION ..o
6.2 MEtROA QUALTEICATION oo
6.3 Method validation and verification
6.4 Reference materials ...
6.4.1 General concepts for reference Materials. ... 19
6.4.2 Certified reference MaterialS. ... 19
6.4.3 In-house reference materials
6.4.4 Viral vector-based reference materials ... 19
6.4.5 Bead-based reference MaterialS. ... 19
6.4.6  Uses Of reference MaterialS. ... 19
7 Data processing, analysis, and FrePOTtiIg ... 19
7.1 Data processing and analysis
750 00 O € ¢ V) 1 OO




7.1.2  Image processing and analySisS ... 20

7.1.3  Gating e
7.1.4  Coincidence correction
7.2 REPDOTTIINIEZ .t
Annex A (informative) Quantification methods of viral vector titer. ... 21
Annex B (informative) General methods for the quantification of viral vector titer...................... 23

Annex C (informative) Example workflow of lentivirus (LV) transducing titer determination




		2026-06-16T02:39:02+0000
	DIN Deutsches Institut fuer Normung e. V.
	Dokument ist zertifiziert




