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CGMP for Phase 1 | 5 e B .
o This guidance applies to phase 1
Investlgatmnal Drugs investigational drugs whether
they are manufactured in small-

U.S. Department of Health and Human Services or large-scale environments

o fm.F]‘:’;:‘:l;;‘lﬂlu i - 3 because phase 1 clinical trials are
Center for Biologics Evalu ?ﬁm[ir_ﬁﬁﬁﬁ“‘- typically designed to assess
ERPRICIERTE tolerability, or feasibility, for

Office of Regulat

July 2008 further development of a specific
CGMP

drug or biological product.

* Investigational recombinant and non-recombinant therapeutic products
* Vaccine products
 Allergenic products

« In vivo diagnostics Hpasl 25\ A O h)L-Tas
» Plasma derivative products /7 F%Aaz;h'é = ‘l_.jé EE‘EE[ j

* Blood and blood components

* Gene therapy products
» Somatic cellular therapy products (including xenotransplantation products)
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