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pediatiics:
geriatrcs:

renal impainnent:
hepatic impairment:

PD: II I II

Phase 2:

Phase 3:

PKlPD:
Phase i and/or 2, proof of concept:

Phase 3 clinical trial:
Population Analyses -

Data rich:
Data sparse:

II. Biopharmaceutics
Absolute bioavailabilty:
Relative bioavailabiltv -

solution as reference:

alternate formulation as reference:
Bioeauivalence studies - .. -

traditional design; single / multi dose:
replicate design; single / multi dose:

Food-drul! interaction studies:
Dissolution:
(lVIVC):
Bio-wavier request based on BCS
BCS class

III. Other CPB Studies
Genotype/phenotype studies:
Chronopharmacokinetics
Pediatric development plan
Immunogenicity x 2 2

Total Number of Studies 2 2

Filabilty and QBR comments

"X" ¡ryes

Comments

X Reasons itthe application is not fiable (or an attachment itapplicable)

Application fiable ? For example, is clinical fonnulation the same as the to-be-marketed one?

Comments have been sent to finn (or attachment included). FDA letter date

Comments sent to firm? if applicable,

QBR questions (key issues to be considered) Is the proposed 2000 L scale lot bioequivalent to the approved 160 L in patients?

Other comments or information not
included above

Primary reviewer Signature and Date Tien-Mien Chen, Ph.D.

Secondary reviewer Signature and Date Sue-Chih Lee, Ph.D.

42




