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Efficacy: While ordinarily substantial evidence consist of data from 2 or more such clinical investigations, where the
Secretary determines that is appropriate, the Secretary may find that substantial evidence consists of data from a
single adequate and well controlled clinical investigation



Y axis: Response
X axis: Dosage regimen

7. axis: Adjust dosage regimen for
Intrinsic/Extrinsic factors

“Confirmatory” Evidence
Adequate and well-controlled
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