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The FDA Phase 1 GMP Guidance

Guidance for Industry | © All drugs and buologlcs mcludmg IND
INDs — Approachesto | ar'é required fo be manufactured in
Complying with CGMP | accordance with CGMPs, but not

Pcing Fiass 1 | always possibly to fully comply with
f— CGMP regulations (21 CFR 211).

U.S. Department of Health and Human Services

ot i £ © Some CGMP regulations designed for

Center for Biclogics Evaluation and Research (CBER) repe.ri.r ive ) CO mmer‘c ial manufac.rur,e
January 2006 P
covp i of an approved products.

© Types and extent of some controls may differ due to
stage of development between investigational and
commercial manufacturing, as well as phases of
investigational clinical study.

http://www.fda.gov/cder/guidance/6164dft.htm



