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5. Clinical Microbiology  

No Clinical Microbiology review was required for this NDA. 

6. Clinical/Statistical- Efficacy 

No efficacy information is included in the NDA.  No Statistical Review was done for this 
NDA.

7. Safety

Clinical Review of the NDA was completed by Firoozeh Alvandi, M.D. (December 1, 2011).  
The reviewer found no new safety concerns from review of the recent literature and 
recommended approval of the NDA from a clinical perspective.

8. Advisory Committee Meeting  

There was no Advisory Committee meeting held for this application. 

9. Pediatrics 

The labeling for the LD contains information in the Pediatric Use section based upon a study 
conducted by the LD applicant.  Information from the study regarding pediatric experience 
was placed into the label based on safety concerns that could arise should the product be used 
off label in pediatric patients.  Consequently, this information was retained in the label for the 
new Exela argatroban product. 

10. Other Relevant Regulatory Issues  

Manufacturing Facilities:  All drug substance and drug product manufacturing, packaging and 
control facilities were given an acceptable recommendation by the Office of Compliance on 
November 3, 2011.

11. Labeling

The proposed labeling for the Exela Argatroban injection is essentially the same in content as 
that of the innovator RLD product. .  The formatting of the applicant’s proposed labeling has 
been constructed to comply with the requirements of the Physician’s Labeling Rule (PLR).  

According to the clinical review, the information on pediatric experience and dosing of 
argatroban, including the pediatric use summary statement “The safety and effectiveness of 
Argatroban, including the appropriate anticoagulation goals and duration of therapy, have not 
been established among pediatric patients” was retained in accordance with 505A(o) 
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(1)(2)(A)(B), allowing protected information as pertains to Contraindications, Warnings, and 
Precautions, or Use in Specific Populations/Pediatric Use portions to be retained in generic 
drug labels. 

The exact wording of the labeling in the PLR format has been reviewed and comments from 
all disciplines (including DMEPA) were conveyed to the applicant.  The applicant submitted 
revised labeling incorporating the Division’s recommendations on December 13, 2011.   

12. Recommendations/Risk Benefit Assessment  

CMC, pharmacology/toxicology, and clinical pharmacology recommend approval.  Clinical 
review finds the application adequate. 

This application may be approved. 
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