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S T A T I S T I C A L  R E V I E W  A N D  E VA L U A T I O N  
CLINICAL STUDIES 

NDA/BLA #: NDA 208744 

Drug Name: Tigecycline for injection  

Indication(s): Complicated intra-abdominal infections, complicated skin and 
skin structure infections, community-acquired bacterial 
pneumonia 

Applicant: Accord Healthcare Inc. 

Date(s): Stamp date: September 30, 2015 

Review Priority: Standard 

Biometrics Division: Division of Biometrics IV 

Statistical Reviewer: Daniel Rubin, PhD 

Concurring Reviewers: Statistical Team Leader: Karen Higgins, ScD 

Medical Division: Division of Anti-Infective Products 

Clinical Team: Lead Medical Officer: Dmitri Iarikov, MD 

Project Manager: Deepak Aggarwal, MS, MSPH 
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