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“ 1ICHQ5A(R1) scope 1ICH Q5A(R1) out of scope | 2ICH Q5A(R2) added to
scope

Definition of Scope This document is concerned with testing  Non-conventional transmissible -
and evaluation of the viral safety of agents like those associated with
biotechnology products derived from cell BSE and scrapie
lines of human or animal origin (i.e.,
mammalian, avian, insect). Scope

covers products derived from cell {K?ﬁmi AILARY H—
cultures initiated from characterized cell CDAIVRY ) TS VRIEE
banks ﬁbttwliﬁglﬁ
Product Products derived from in vitro cell * Inactivated vaccines *  Gengtiedlly-engineered viral
Categories/Types  culture: » Al live vaccines containing self ctors that are amenable to
»  Cytokines replicating agents viral clearance
*  Monoclonal antibodies *  Genetically Engineered li *  Viral Vector-Derived Products
* Recombinant DNA-derived vectors (Virus Like Particles (VLPs) and
products e - . Protein subunits)
«  Recombinant subunit Eh%ﬁ%é%é%gga 21
vaccines 7 "
*  Products derived from

hybridoma cells grown in

vivo as ascites (removal of

annex in R2)

Examples + Mabs * Inactivated viral vaccines - AAV and adenovirus helper AAV
*  Recombinant proteins * Live attenuated vaccines: - Baculovirus produced VLP
*  Recombinant subunit vaccines Measles, Mumps, Rubella. vaccines and gene therapies
*  cytokines * Lentivirus, AAV, and e.g. baculovirus expressed
adenovirus vectors AAV

- Protein subunit expressed in
baculovirus
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Table of Contents
Secton  |Title | Comment

Section | Introduction Minor Changes
Section Il Potential Sources of Viral Contamination Minor Changes
Section Il Cell Line Qualification: Testing for Viruses Minor Changes
Section IV Testing for Viruses for Unprocessed Bulk NATAONGSDIEN Major Changes
Section V Rationale and Action Plan for Viral Clearance Studies and Virus Major Changes
Tests on Purified Bulk DA NRI YT SR EEABERAT 3 55%

Section VI Evaluation and Characterization of Viral Clearance Procedures Major Changes
Section VII Points to Consider for Continuous Manufacturing Processes New

Section VIII  Summary AREERD I A ARSI OLTHE Minor Changes

Section IX Glossary Major Changes



harmonisation for better health

°
’ ICH $47EICHENSRES

Annexes
Appendix
Appendix 1 PRODUCTS DERIVED FROM CHARACTERIZED CELL BANKS No
WHICH WERE SUBSEQUENTLY GROWN IN VIVO Changes
Appendix 2  THE CHOICE OF VIRUSES FOR VIRAL CLEARANCE STUDIES Minor
Changes
Appendix 3  STATISTICAL CONSIDERATIONS FOR ASSESSING VIRUS AND Minor
VIRUS REDUCTION FACTORS Changes
Appendix 4  CALCULATION OF REDUCTION FACTORS IN STUDIES TO Minor
DETERMINE VIRAL CLEARANCE Changes
Appendix 5  APPENDIX 5 CALCULATION OF ESTIMATED PARTICLES PER DOSE  Minor
Changes
Appendix 6  EXAMPLES OF PRIOR KNOWLEDGE INCLUDING IN-HOUSE New
EXPERIENCE TO REDUCE PRODUCT-SPECIFIC VALIDATION
EFFORT DANRY TS URIBEAESERAT SR8 0=

Appendix 7  GENETICALLY-ENGINEERED VIRAL VECTORS AND VIRAL VECTOR- New
DERIVED PRODUCTS
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