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Quality control for recombinant therapeutic antibodies

GAO Kai TAO Lei WANG Jun-zhi
( Division of Biopharmaceuticals National Institutes for Food and Drug Control Beijing 100050 China)

Abstract  Recombinant therapeutic antibodies are one of the great achievements of modern biotechnology.
There is no doubt that the uses of recombinant therapeutic antibodies were successful in treating various life-threat—
ening and chronic diseases including cancer autoimmunity transplantation and infectious diseases. lts share in
the global biopharmaceutical market also increased rapidly in recent years. Meanwhile as one of the most success—
ful outcome biotherapeutics how to ensure the safety and efficacy of recombinant antibody products through well es—
tablished quality control system is always the focus of attention from both the views of regulatory authorities and in—
dustries. This article briefly reviewed the key points research progress for the control of recombinant antibodies as
well as raised further work on quality control issues.
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