Dossier Requirement

Evaluation NDA ANDA OTC Monograph
Drug Application
Reference Not required Required Compiled with
Drug Monograph
Safety * Pharm/Tox Bioequivalence Not required
Efficacy  PK/PD/BA/BE (BE) as a
e Clinical trials surrogate to
clinical trial
Quality e Chemistry, Manufacturing and Controls(CMC)
* PIC/S GMP
e GLP, GCP
Labeling Labeling (direction of use)
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Registration Procedures of OTC Drugs

Reference drug is not required
Quality portion evaluated by
similar standard as generics

YES . Labeling has to follow
/ OTC Monograph Drugs directions in the monograph

Does it belong
to any of the
16 categories
in the OTC
monographs?

Reference drug is required
Quality part evaluated by the
) identical standard as generics

N

Check if identical Generic

to any registered Drugs 3. Indications has to be the same
drug in as registered products
ingredient/

dosage form /
indication / usage NO

Provide complete dossier for
: new drug registration
Advisory committee
if necessary
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FDA Food and Drug Administration




