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inactive ingredients and the elimination of the buffer from the product under review.  The 
information submitted in support of the request was found adequate and the biowaiver was 
granted during the first cycle.

6. Clinical Microbiology 
No clinical microbiology review was required for this application.

7. Clinical/Statistical-Efficacy

No clinical efficacy studies were submitted in support of this application.  As a 505(b)(2) 
application for an acetaminophen solution of the same concentration and tonicity as the 
referenced product and with no novel or unusual excipients, there was no need for additional 
clinical efficacy studies.

8. Safety
No clinical safety studies were submitted in support of this application. As a 505(b)(2) 
application for an acetaminophen solution of the same concentration and tonicity as the 
referenced product and with no novel or unusual excipients, there was no need for additional 
clinical safety studies.

9. Advisory Committee Meeting  
An advisory committee meeting was not convened for this application.  There were no 
scientific or regulatory issues that required discussions from an AC.

10. Pediatrics
This NDA does not trigger any of the requirements of the Pediatric Research Equity Act.

11. Other Relevant Regulatory Issues
In the Summary Review for the first cycle, Dr. Sharon Hertz stated:

Ofirmev was approved on November 2, 2010 and has exclusivity that 
expires on November 2, 2013.  There are also two active patents listed in 
the Orange Book due to expire on August 5, 2017 and June 6, 2021. The 
Applicant filed the application under 21 CFR 314.50(i)(1)(i)(A)(4): The 
patent is invalid, unenforceable, or will not be infringed by the 
manufacture, use, or sale of the drug product for which the application is 
submitted (Paragraph IV certification).  The Applicant notified the owners 
of the referenced product, Ofirmev, that this b(2) application was filed [21 
CFR 314.52(b)] and submitted documentation showing that the NDA 
holder and patent owner(s) received the notification [21 CFR 314.52(e)]. 
In response, the Applicant has been sued for patent infringement.
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The Applicant submitted a Patent Amendment to the Agency on August 11, 2015, stating that 
the litigation has been dismissed, and Fresenius Kabi has a license to launch its product before 
patent expiration.  

There are no unresolved relevant regulatory issues. 

12. Labeling

 Labeling was addressed during the first review cycle, and the Applicant responded to 
all comments provided.  The label is similar to the Listed Drug, Ofirmev, and 
differences pertain to the new presentation and configuration of the product.  

13. Decision/Action/Risk Benefit Assessment

 Regulatory Action 
Approval

 Risk Benefit Assessment
The Applicant has provided adequate data to address all deficiencies in the Complete 
Response letter.  This product is a new presentation of IV APAP in a FreeFlex and 
relies on the Agency’s prior findings of safety and efficacy for Ofirmev.  The risk benefit 
balance is expected to be the same as Ofirmev.  There are no outstanding issues that would 
preclude approval.

 Recommendation for Postmarketing Risk Evaluation and Mitigation Strategies
None

 Recommendation for other Postmarketing Requirements and Commitments
None 
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