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Step-wise approach®d EE 4
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This guidance applies to phase |
investigational drugs whether
they are manufactured in small-
or large-scale environments
because phase 1 clinical trials are
typically designed to assess
tolerability, or feasibility, for
further development of a specific
drug or biological product.

* Investigational recombinant and non-recombinant therapeutic products

* Vaccine products

* Allergenic products

* In vivo diagnostics

* Plasma derivative products

* Blood and blood components
* Gene therapy products

fHREAE SN rAATHIL - TS
I EFENDAEERREIZEEE,

* Somabie celiuiar therapy products sincluding xenotransplantation products
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