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General considerations on CMC evaluation for component pertussis vaccines
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Abstract

Compared with co-purified pertussis vaccine component pertussis vaccine has clearer composition

higher purity and easier process control which has become the main trend of pertussis vaccine development.

However due to the diversity of pertussis antigen components the complexity of production process especially the

purification and detoxification these poses great challenges for vaccine development and evaluation of chemical

manufacture and controls ( CMC) . This paper discusses the common CMC problems of component pertussis vaccine

in the early stage of development and the clinical application including production technology and quality research.
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