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General considerations for viral safety control of recombinant
therapeutic biotechnological products during the CTA phase

SAI Wen-bo GUO Shengnan WEI Kaikun
( Center for Drug Evaluation National Medical Products Administration Beijing 100022 China)

Abstract  The risk control of viral contamination has always been an important part of the safety control of
recombinant biotechnology products. At present China has not issued technical guidelines for viral safety control in
the clinical trial application stage for recombinant therapeutic biotech products while the sources of technical
guidelines in the marketing stage are complicated which to some extent brings troubles to researchers and delays
the development process of new drugs. Therefore in order to improve the R&D quality of related products and
accelerate the application process this article will discuss the basic technical requirements for viral safety control of
recombinant therapeutic biotechnology products in the clinical trial application phase from three aspects: the technical
requirements of the current technical guidelines the technical requirements of the Chinese Pharmacopoeia and the
review practice.
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