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9) EMA Guideline on similar biological medicinal products
(CHMP/437/04)

10) EMA Guideline on similar biological medicinal products
containing biotechnology-derived proteins as active substance:
quality issues—(EMA/CHMP/BWP/247713/2012)

11) EMA Guideline on similar biological medicinal products
containing biotechnology-derived proteins as active substance:
non-clinical and clinical issues (Draft,
EMEA/CHMP/BMWP/42832/2005)

12) EMA Guideline on immunogenicity assessment of
biotechnology-derived therapeutic proteins
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(EMEA/CHMP/BMWP/14327)

13) ICH Guideline on quality of biotechnological products: stability
testing of biotechnological/biological Products (Q5C, 1995)

14) ICH Comparability of biotechnological/biological products
subject to changes in their manufacturing process (Q5E, 2004)

15) ICH Guideline on specifications: test procedures and acceptance
criteria for biotechnological/biological products (Q6B, 1999)

16) ICH Guideline : Pharmaceutical Development (Q8)
17) ICH Guideline : Quality Risk Management (Q9)
18) ICH Guideline : Pharmaceutical Quality System (Q10)

19) ICH Guideline on preclinical safety evaluation of

biotechnology-derived pharmaceuticals (S6)
20) ICH Guideline on statistical principles for clinical trials (E9)

21) ICH Guideline on choice of control group and related issues in

clinical trials (E10)

22) WHO Guidelines on the quality, safety, and efficacy of
biotherapeutic protein products prepared by recombinant DNA
technology (Replacement of Annex 3 of WHO Technical Report
Series, No. 814)
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