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30. For the major derived or composite endpoints, are all of the raw X
data needed to derive these endpoints?

CASE REPORT FORMS
31. Has the applicant submitted all required Case Report forms in a X

legible format (deaths, serious adverse events, and adverse
dropouts)?

32. Has the applicant submitted all additional Case Report Forms N/A
(beyond deaths, serious adverse events, and adverse drop-outs)
as previously requested by the Division?

FIANCIAL DISCLOSURE
33. Has the applicant submitted the required Financial Disclosure X

information for study investigators?
GOOD CLINICAL PRACTICE
34. Is there a statement of Good Clinical Practice; that all clinical X

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

CONCLUSION
35. From a clinical perspective, is this application fieable? If "no", X

please state why it is not?

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

1) Please submit in the 120 day safety update a specific discussion on any recent
toxicities seen or discussed for all products with botulinum toxin, specifically in post-
marketing. It should also include updates for all patients who were included in trials with
this product.
2) Please provide a Microsoft WORD copy of their PLR labeL. We are unable to access
this in the electronic submission curently.
3) We would like clarification about what information is intended to address the efficacy
at the lowest dose and safety at the highest dose proposed for labeled use of the product.
4) Please submit a rationale for assuming the applicabilty of foreign data in the
submission to the U.S. population.
5) Please submit a statement of Good Clinical Practice; that all clinical studies were
conducted under the supervision of an IRB and with adequate informed consent
procedures.

Reviewing Medical Officer

Clinical Team Leader
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