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ICH Harmonised Tripartite Guideline Stability testing of new drug substances and products
Q1A(R2) [CPMP/ICH/2736/99]

ICH Quality of biotechnological/biological products Q5A(R1)-Q5E (Q5E Note for Guidance
on Comparability of Biotechnological/Biological Products Subject to Changes in their
Manufacturing Process) [CPMP/ICH/295/95 (Q5A(R1)), CPMP/ICH/139/95 (Q5B),
CPMP/ICH/138/95 (Q5C), CPMP/ICH/294/95 (Q5D) and CPMP/ICH/5721/03 (Q5E)]

ICH Specifications: Test procedures and acceptance criteria for new drug substances and new
drug products: chemical substances Q6A [CPMP/ICH/367/96]

ICH Specifications: Test procedures and acceptance criteria for biotechnological/biological
products Q6B [CPMP/ICH/365/96]

ICH Pharmaceutical Development Q8(R2) [EMEA/CHMP/167068/2004]

ICH Guidance on Nonclinical Safety Studies for the Conduct of Human Clinical Trials and
Marketing Authorization for Pharmaceuticals M3(R2) [CPMP/ICH/286/95]

ICH Guidelines for Toxicokinetics and Pharmacokinetics S3A and S3B [CPMP/ICH/384/95
and CPMP/ICH/385/95]

ICH Duration of Chronic Toxicity Testing in Animals (Rodent and Non rodent Toxicity
Testing) S4 [CPMP/ICH/300/95]

ICH Preclinical Safety Evaluation of Biotechnology-Derived Pharmaceuticals S6(R1)
[EMA/CHMP/ICH/731268/1998]

ICH Safety Pharmacology Studies for Human Pharmaceuticals STA [ CPMP/ICH/539/00]

ICH The Non-clinical Evaluation of the Potential for Delayed Ventricular Repolarization (QT
Interval Prolongation ) by Human Pharmaceuticals S7B [CPMP/ICH/423/02]

ICH Immunotoxicology Studies for Human Pharmaceuticals S8 [CHMP/167235/2004]

ICH Nonclinical Evaluation for Anticancer Pharmaceuticals S9
[EMEA/CHMP/ICH/646107/2008]
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Guideline on requirements for first-in-man clinical trials for potential high-risk medicinal
products [EMEA/CHMP/SWP/28367/2007]

Reflection paper on the pharmaceutical development of intravenous medicinal products
containing active substances solubilised in micellar systems (non-polymeric surfactants)
EMA/CHMP/QWP/799402/2011

Draft Reflection paper on the data requirements for intravenous liposomal products developed
with reference to an innovator liposomal product EMA/CHMP/806058/2009

Guideline on strategies to identify and mitigate risks for first-in-human clinical trials with
investigational medicinal products EMEA/CHMP/SWP/28367/07

Guideline on the Investigation of Pharmacokinetic Drug Interactions (CPMP/EWP/560/95/Rev.
1)

Guidance for Industry. Bioanalytical Method Validation U.S. Department of Health and Human
Services Food and Drug Administration. May 2001

Guideline on bioanalytical method validation. EMEA/CHMP/EWP/192217/2009
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