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ChP o 2000 E=H ABEEATRIC
USP e 2023 (1046) Cell-Based Advanced Therapies and Tissue-Based Products
e 2023 (1047) Gene Therapy Products
EP e 2011EP5.2.3 Cell substrates for the production of vaccines for human use
® 2011EP2.6.16. Tests for extraneous agents in viral vaccines for human use
FDA e 2010 Guidance for Industry: Characterisation and qualification of cell substrates and other biological materials used in the production of viral vaccines for infectious disease indications.
WHO © 2010 WHO Recommendations for the evaluation of animal cell cultures as substrates for the manufacture of biological medicinal products and for the characterization of cell banks. TRS 978, Annex 3

® ICH 05A, Viral safety evaluation of biotechnology products derived from cell lines of human or animal origin. Insect cells included in ICH's definition of animals.
ICH * |CH 05B, Analysis of expression construct in cell lines for the production of biotechnology / biological products
® |CH 05D, Derivation & characterisation of cell substrates used for the production of biotechnology / biological products. This document covers all cells of metazoan origin.
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