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QUESTIONS

. VOTE: Has the Applicant provided substantial evidence of the efficacy of solithromycin for
the treatment of community acquired bacterial pneumonia (CABP)?

a. If yes, please provide recommendations for labeling.

b. If no, please discuss additional studies/analyses that are needed.

. VOTE: Has the risk of hepatotoxicity with solithromycin been adequately characterized?
a. If yes, please provide any recommendations for labeling.

b. If no, please discuss additional studies that are needed to further characterize the
risk.

. VOTE: Do the efficacy results of solithromycin for the treatment of CABP, outweigh the
risks including hepatotoxicity?

a. If yes, please provide any recommendations for labeling.

b. If no, please discuss additional studies/analyses that are needed.
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