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ICH guideline Q5A(R1) on Quality of biotechnological products: viral
safety evaluation of biotechnology products derived from cell lines of
human or animal origin

ICH guideline Q5C on stability testing of biotechnological/biological
products

ICH guideline Q5D on derivation and characterisation of cell substrates
used for production of biotechnological/biological products

ICH guideline Q5E on Comparability of biotechnological/biological products
ICH guideline Q6B on Specifications: test procedures and acceptance
criteria for biotechnological/biological products

EMA, Guideline on quality, non-clinical and clinical aspects of gene
therapy medicinal products, 2018

EMA, Guideline on quality, non-clinical and clinical aspects of medicinal

products containing genetically modified cells, 2020
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Information for Human Gene Therapy Investigational New Drug

Application, 2020
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