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Point to consider in the production and testing of new drugs and biologicals produced
by recombinant DNA technology (FDA/1985)

Points to consider in the characterization of cell lines used to produce biologicals
(FDA/1993)

Points to consider in the manufacture and testing of therapeutic products for human use
derived from transgenic animals (FDA/1995)

Point to consider in the manufacture and testing of therapeutic products for human use
derived from transgenic animal. (FDA/1995)

Viral safety evaluation of biotechnology products derived from cell lines of human and
animal origin (ICH/Q5A)

Characterization and qualification of cell substrates and other biological starting
materials used in the production of viral vaccines for the prevention and treatment of
infectious disease. (FDA/2006)

Guideline of virus safety evaluation of biotechnology investigational medicinal
products. (EMEA/2008)
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