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Memorandum




This original NDA was initially submitted as NDA 20-378 S032 and contained only clinical efficacy
and safety information. Based on the review of all the disciplines, OCPB has recommendations only to
change certain portion of the product label. No studies related to OCPB were submitted in this
application.

Background: Gonal-F was originally approved for the current indication in females, as well in male as
. afill by strength (IU) formulation (referred to as Formulation A hereon). Based on the Agency’s
recommendation, the sponsor developed a fill-by-mass formulation (Formulation B hereon, the subject
of this NDA), a formulation that was found bio-in-equivalent to formulation A. Sponsor was
recommended to submit clinical evidence of safety and efficacy. In this current NDA, sponsor has
submitted evidence of clinical safety and efficacy of Formulation B. However, the following issues
should be noted in the context of this submission:

e The submitted clinical information is only for the female indication and hence, sponsor needs a
separate label relevant to just this current product (for formulation B)

o There is a need for a new brand name (identifier) to separate this product from the already
approved formulation A (“Gonal F”), and the sponsor is currently engaged in doing so

e Sponsor has already submitted and received an action on NDA 21-684 comparing the
bioequivalence of a liquid solution (henceforth, formulation C) that essentially is formulation B
along with . — ) to formulation B. This NDA received an
approvable action and its approval is contingent upon the approval of this current NDA 21-765.

Since no PK information was submitted for formulation B in this NDA, the sponsor has included the
PK information in the label obtained with formulation B (test formulation) in the bioequivalence trial
conducted under NDA 21-684. Submission of this updated information was acceptable. Office of

- Clinical Pharmacology and Biopharmaceutics has reviewed this amendment and finds it acceptable.
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Dhruba Chatterjee

3/23/04 03:55:06 PM

BIOPHARMACEUTICS

Final labeling should accomodate our final comments on 3/23/04

Final labeling comments accepted - acceptable to OCPB.

Ameeta  Parekh
3/25/04 08:17:14 AM
BIOPHARMACEUTICS
concur



