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- CIFG, Recommendations related to contraception and pregnancy testing in
clinical trials(ver 1.2, 2024)

Guidance for Industry, Oncology Pharmaceuticals: Reproductive Toxicity
Testing and Labeling Recommendations(FDA, 2019)

© oJokF HIYGAIE Thol=ERI(TI LRI A, 2015)

* Non-Clinical Safety Studies for the Conduct of Human Clinical Trials and
Marketing ~ Authorization  for  Pharmaceuticals (ICH M3  (R2),
EMA/CPMP/ICH/286/95

* Preclinical Safety Evaluation of Biotechnology-derived Pharmaceuticals (ICH
S6 (R1)), EMA/CHMP/ICH/731268/1998

+ Nonclinical Evaluation for Anticancer Pharmaceuticals (ICH S9), EMA/CHMP/
ICH/646107/08

 Guidance on Genotoxicity Testing and Data Interpretation for Pharmaceuticals
Intended for Human Use (ICH S2 (R1)), EMEA/CHMP/ ICH/126642/2008

* General Considerations for Clinical Trials (ICH E8), CPMP/ICH/291/95

* Guideline on Risk Assessment of Medicinal Products on Human Reproduction
and Lactation: from Data to Labelling, EMEA/CHMP/203927/2005

» Guideline for Good Clinical Practice (ICH E6 (R1), CPMP/ICH/135/95

« U.S. Medical Elgibility Criteria for Contraceptive Use, 2015, Adapted from
the World Health Organization (WHO) August 2015 - with special regard to
table 2.1. (Part II Using the recommendations)

Guideline on the Exposure to Medicinal Products during Pregnancy: Need
for Post- Authorisation Data, EMEA/CHMP/313666/2005

 Guideline on the Investigation of Drug Interactions, CPMP/EWP/560/95/Rev.1
Corr.

« US. Selected Practice Recommendations for Contraceptive Use, 2016

* Guideline on Strategies to Identify and Mitigate Risks for First-in-Human and
Early Clinical Trials with Investigational Medicinal Products, EMEA/CHMP/SWP/
28367/07 Rev.1
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