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What are the different regulatory pathways?

505 (b)(1): Submi tted flor an
not- previouslby approyve
FDA user fees apply

505 (b)(2): Generally submitted for a change to a previously
approved (usually innovative) product (Reference Listed

and safety; cross references to innovator product literature
permitted; FDA user fees apply even though process is

505 (j): Submitted for generics or duplicates (same
administration route, dosage form, or strength) of approved
products (1 .en. RLDs) ; rel |
efficacy and safety. No user fees apply and no FDA meetings
allowed. Specific advice re: pharmacokinetic study protocol
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