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Virus Clearance Study Services
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CPMP/ICH/295/95, ICH Topic 05 A (R1); Quality of
Biotechnological Products: Viral Safety Evaluation of
Biotechnology Products Derived from Cells Lines of
Human or Animal Origin

EMEA/CHMP/BWP/398498, Guideline on Virus Safety
Evaluation of Biotechnological Investigational
Medicinal Products

CPMP/BWP/268/95, Note for Guidance on Viral
Validation Studies: The Design, Contribution and
Interpretation of Studies Validating the Inactivation
and Removal of Viruses
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FDA FDA/CBER, 1997, Points to Consider in the Manufac-
ture and Testing of Monoclonal Antibody Products for

Human Use

FDA/CBER, 1993, Points to Consider in the Characteri-

zation of Cell Lines Used to Produce Biologicals
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