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CLINICAL FILING CHECKLIST FOR NDAILA or Supplement

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

1. Submit coding dictionary (as SAS transport fie) including MedDRA codes used to map
investigator verbatim terms to preferred terms.

~~
Reviewing Medical Officer

30 March 2011
Date

i¿~ì
Virginia Kwitkowski, MS, RN, ACNP-BC
Clinical Team Leader

30 March 2011
Date
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