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WHO TRS 978 Annex 3, Recommendations for the evaluation of animal cell
cultures as substrates for the manufacture of biological medicinal products and for
the characterization of cell banks.

Food and Drug Administration (2010), Guidance for Industry Characterization
and Qualification of Cell Substrates and Other Biological Materials Used in the
Production of Viral Vaccines for Infectious Disease Indications.

. ICH Q5A (R2), Viral Safety Evaluation of Biotechnology Products Derived from

Cell Lines of Human or Animal Origin.

ICH Q5D (1997), Derivation and characterization of cell substrates

used for production of biotechnological/biological products.

EP 11.0, 5.2.3. Cell substrates for the production of vaccines for human use.

EP 11.0, 2.6.16. Tests for extraneous agents in viral vaccines for human use.

EP 11.0, 2.6.7. Mycoplasmas.
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