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CLINICAL FILING CHECKLIST FOR NDA/LA or Supplement

Content Parameter Yes No NA Comment
Disclosure information?

GOOD CLINICAL PRACTICE
39. Is there a statement of Good Clinical Practice; that all X

clinical studies were conducted under the supervision of an
IRE and with adequate informed consent procedures?

is THE CLINICAL SECTION OF THE APPLICATION FILEABLE? YES

If the Application is not fieable from the clinical perspective, state the reasons and provide
comments to be sent to the Applicant.

Please identify and list any potential review issues to be forwarded to the Applicant for the 74-
day letter.

i. Submit coding dictionary (as SAS transport fie) used to map investigator verbatim terms to
preferred terms.

~aren McGinn, MS , CRNP
R~mi~1t~i~~1 Sfijcer

~i~~~~S, RN, ACNP-BC
Clinical Team Leader

30 March 201 1
Date

30 March 201 i
Date
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