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Therapy - Testing for Replication
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Testing of Retroviral Vector-Based Human Gene Therapy Products for

Replication Competent Retrovirus During Product Manufacture and

Patient Follow-up-Draft Guidance for Industry
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Table. Recommendations for Product Testing

Material to be Tested Frequency of Testing for Testing for
Testing |Expected RCR!| Ecotropic RCR
Cells and Cells and
Supernatant Supernatant
MCB One-time
-Derived by transduction Yes Yes
with ecotropic vector
-Derived by transfection Yes NA?
of retroviral vector
plasmid
Vector Harvest Material Lot release NA
-EOP cells Yes
-Vector supernatant Yes
Ex vivo Transduced Lot release Yes NA
Cells OR archive’

T RCR testing should be based on the type of vector envelopes used. Consult text in
section ITL.A 1 of this document for details.
~ NA, not applicable.
If an agreement reached with FDA to discontinue testing; consult text m section ITT.A 3 of this document.

(2 #HHERSBERZEE LBEREMINIT RCR R - FHREH Em
DR 1 {8 RCR(<1 RCR/dose) * EiFERZmNEZETETADESE

B$% Appendix 1-1 - AMBAG MDA BAT— )55 12%MEE -
EVAE1E%E A 1% 108 (BUEE /D E) -
£ RCR A5 = B35 Rie R E R BRI AR B S 28
£ RCR mHE R 2 AIEAREL H%%E’)ﬁ@%ﬁ%ﬂ BECEENIETR

A8 ~ PCR 3¢ ELISA 737R3&TIR0R - FRARIRAI T AE BB S ENG
MM RAE LXJAEE%—'TSE ERERBERENE 5HRZEE
BRINERHZEEH RCR 2428 -
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