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Considerations on pharmaceutical review for viral safety of blood products
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[ Abstract] Blood products are manufactured by separation of plasma from healthy donors, which have a
wide range of indications and play a critical role in the prevention and treatment of certain major diseases. However,
because of the uniqueness of their source, the viral safety of blood products is always highly concerned by various
national regulatory authorities. This manuscript discussed viral safety-related issues of blood products in combination
with technical review practice, from aspects like source plasma, virus removal/inactivation processes, regulation
requirements and considerations in technical review, etc. , in order to provide references for future research and
development.
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