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The FDA Phase 1 GMP Guidance

Guidance for Industry | © All drugs and biologics including

INDs — Approaches fo IND are required to be
Complying with CGMP manufactured in accordance with
During Phase 1 CGMPs, but not always possibly to
DG fully comply with CGMP regulations
U.S. Department of Health and Human Services (21 CFR 21 1)'

Coner o s Petion i oy © S0me CGMP - regulations designed
Center for Biologics Evaluation and Research (CBER) for‘ r‘epe.ri.rive , CO mme r‘c ial
Januar y 2006
cGMP manufacture 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.ntm



V1. SPECIAL PRODUCTION SITUATIONS

B. Multi-Product Facilities
C. Biological and Biotechnological Products
1. General Consideration
2. Multi-Product Facilities
3. Gene Therapy and Cellular Therapy Products
4. Multi-Batch Producers
D. Sterile Products/Aseptic Processed Products

...... we understand that products with a short shelf-life may
have to be released while results of the sterility test are pending based
on results from other relevant tests




Exploratory IND studies present fewer potential risks
than do traditional phase 1 studies that look for dose-
limiting toxicities, such limited exploratory IND
Investigations in humans can be initiated with less, or
different, preclinical support than is required for
traditional IND studies.

The Agency is In the process of developing guidance
explaining the STEPWISE APPROACH to meeting
cGMP regulations. Once finalized, that guidance will
be useful to persons seeking to manufacture, or
prepare, products intended for use in an exploratory
IND study.
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