Drug Name: | (0) (4) (Spinosad)
Indication: Head lice

NDA: 22-408

NDA Statistical Report Review
NDA#: 22-408
Applicant: ParaPRO
Drug Name: ) @)
Indication: Head lice
Documents Reviewed: Appendix 2 (Statistical Report)
Medical Officer: Patricia Brown, M.D., DDDP
Statistical Reviewer: Carin Kim, Ph.D., DBIII

The sponsor’ s statistical analysis (Appendix 2) in this Complete Response submission isthe
same asthat presented asthe “ statistical report” (SDN 15, dated April 19, 2010), and was
the subject of statistical review dated May 19, 2010. Please refer to our previous statistical
review for comments.

Carin Kim, Ph.D
Mathematica Statistician, DBI||

Mohamed Alosh, Ph.D.

Statistics Team Lead, DBII|
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