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STATISTICS N/A 0 FILE I2 REFUSE TO-l,lLE 0-

BIOPHARMACEUTICS FILE I2 REFUSE TO FIE 0
. Biopharm. study site audits(s) needed? 0 NO 0

YES

PHACOLOGyrrOX N/A 0 FILE I2 ' REFUSE TO FILE 0
. GLP audit needed? YES '0 NO 0

CHEMISTRY FILE I2 REFUSE TO FIE 0
. Establishment(s) ready for inspection? YES 0 NO 0
. Stenle product? YES 0 NO 0

If yes, was microbiology consulted for validation of stenlization?
YES 0 NO 0

ELECTRONIC SUBMISSION:
Any comments:

REGULATORY CONCLUSIONSIDEFICIENCIES:
(Refer to 21 CFR 314.101(d) for filing requirements.)

o
I2

The application is unsuitable for fiing. Explain why:

The application, on its face, appears to be well-organized and indexed. The application
appears to be suitable for fiing.

o
o

No fiing issues have been identified.

Filing issues to be communicated by Day 74. List (optional):

ACIJON ITEMS:

1.0 Ensure that the review and chemical classification codes, as well as any other pertinent
classifcation codes (e.g., orphan, OTq are correctly entered into COMIS.

2. 0 If RTF, notify everybody who already received a consult request of RTF action. Cancel the EER.

3.0 If fied and the application is under the AIP, prepare a letter either granting~(for signature by Center

Director) or denying (for signature by ODE Director) an exception for review.

4. 0 If filed, complete the Pediatric Page at this title. (If paper version, enter into DFS.)

5.0 Convey document filing issues/no filing issues to applicant by Day 74,

Kimberly Updegraff
Regulatory Project Manager
Version 6/14/2006




