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From: Lee, Bonnie on behalf of OC GCP Questions

Sent: Thursday, June 06, 2002 2:24 PM

To: [purged]

Subject: RE: inclusion of women of child-bearing potential

[purged], If you go to: http://www.fda.gov/cder/guidance/old036fn.pdf you will find
a guidance document that describes considerations for the inclusion of womenin
clinical trials, including the use of contraception. | hope thisinformation is

helpful to you.

Bonnie

Bonnie M. Lee
Associate Director for Human Subject Protection Policy
Office for Good Clinical Practice
Office of Science Coordination & Communication, HF-34
Food and Drug Administration
5600 Fishers Lane, Parklawn, Room 9C24
Rockville, MD 20857
Telephone: 301-827-1259
Fax: 301-827-1169
E-Mail: BLee@oc.fda.gov
————— Original Message-----
From: [purged)]
Sent: Tuesday, June 04, 2002 3:57 PM
To: 'gcpquestions@oc.fda.gov'
Subject: inclusion of women of child-bearing potential

...what are the requirements for contraception in clinical trials? Can you
kindly provide the reference?

Thanks! [purged]
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