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Common deficiencies of CMC dossiers for biologics marketing applications
and key points to consider in review process

ZHOU Li+ing LUO Jian-hui
( Center for Drug Evaluation National Medical Products Administration Beijing 100022  China)

Abstract The current chemistry manufacture & control ( CMC) dossiers of biologics marketing
application are generally incomplete and non-standard. Based on the requirements of relevant regulations and
guidelines as well as the review experience in recent years this paper combs the main problems and review
considerations on biologics marketing application CMC dossiers in order to help applicants improve the quality of
application dossiers.
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