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Overall Review of New Drug Development

Procedure Duration
I. Preclinical R&D Pharmaceutical R&D 1-3 yrs
Preclinical studies
- short term
- long term
IND application 30 days
H. Clinical R&D Phase 1 2-10 yrs
Phase I (mean 5 yrs)
Phase IIl & Treatment use
NDA review 2 mo-7 yrs
(mean 2 yrs)
M. Post-marketing Phase IV
surveillance ° adverse reaction report
° surveys/sampling
° inspection
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