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London, 27 July 2006

Common Issues in Doc. Ref. CHMP/EWP/83561/2005

D ru g D evelop m e nt COMMITTEE FOR MEDICI%}M’;ODUCTS FOR HUMAN USE
Guidance for Industry

GUIDELINE ON CLINICAL TRIALS IN SMALL POPULATIONS

DRAFT GUIDANCE

This guidance document is being distributed for comment purposes only.

Comments and suggestions regarding this draft document should be submitted within 60 days of

publication in the Federal Regisz‘er of the notice announcing the avallablhty of the draft DRAFT AGREED BY EFFICACY WORKING PARTY / AD HOC May 2002 _ Jam]al'y 2005
guidance. Submit electronic comments to https://www.regulations.gov. Submit written
comments to the Dockets Management Staff (HFA-305), Food and Drug Administration, 5630 GROUP ON CLINICAL TRIALS IN SMALL POPULATIONS
Fishers Lane, Rm. 1061, Rockville, MD 20852. All comments should be identified with the
docket number listed in the notice of availability that publishes in the Federal Register. ADOPTION BY CHMP FOR RELEASE FOR CONSULTATION March 2005
For questions regarding this draft document, contact (CDER) Lucas Kempf at 301-796-1140 or
(CBER) Office of Communication, Outreach, and Development at 800-835-4709 or 240-402- END OF CONSULTATION (DEADLINE FOR COMMENTS) September 2005
8010.
AGREED BY EFFICACY WORKING PARTY July 2006
ADOPTION BY CHMP 27 July 2006

U.S. Department of Health and Human Services
Food and Drug Administration DATE FOR COMING INTO EFFECT 1 February 2007

Center for Drug Evaluation and Research (CDER)
Center for Biologics Evaluation and Research (CBER)

January 2019
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Revision 1
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