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su lements only)

FACILITY (BLAs only) o Not Applicable
X FILE
o REFUSE TO FILE

o Review issues for 74-day letterComments:

Signatory Authority: Curt Rosebraugh, MD

GRMP Timeline Milestones: Mid-Cycle- ; Wrap-Up- ; Action Package to DD- ; Action Goal
Date- .8/28/2009

Comments:

The application is unsuitable for filing. Explain why:

The application, on its face, appears to be suitable for filing.

No review issues have been identified for the 74-day letter.

X Review issues have been identified for the 74-day letter. List (optional):

Standard Review

X Priority Review

Ensure that the review and chemical classification codes, as well as any other pertinent
classification codes (e.g., orphan, aTe) are correctly entered into tracking system.

o If RTF action, notify everybody who already received a consult request, OSE PM., and
Product Qualîty PM. Cancel EERlTBP-EER.

o If fied and the application is under AI, prepare a letter either granting (for signature by
Center Director) or denying (for signatue by ODE Director) an exception for review.

IfBLA or priority review NDA, send 60-day letter.

Send review issues/no review issues by day 74

o Other
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