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13. Labeling 
 
Based on CMC review team’s recommendation, the use of  on container labels and the 
Prescribing Information (PI) is not acceptable and should be revised according to current labeling 
policy. The Division of Medication Error Prevention and Analysis (DMEPA) reviewer concluded 
that PI information is acceptable from a medication error perspective, but has recommended that the 
container labels and carton labeling be improved to increase the prominence and readability of 
important information to promote the safe use of this product. The applicant has proposed revisions 
to the drug label related to the risk of . Per clinical 
reviewer memo (in DARRTS, dated 19-Dec-2014), from a clinical perspective, the proposed 
labeling language pertaining to these risks is acceptable. In summary, at this stage, a few labeling 
issues are still pending but these are not expected to impact the approvability of this NDA. 
 

14. Recommendations/Risk Benefit Assessment  
 

 Recommended Regulatory Action  
 

All the reviews of this application recommended approval, and I concur with the reviewers. Based 
on the CMC review, an expiry period of 12 months is granted for Phoxillum solutions (BK4/2.5 and 
BK22K4/0) when stored at room temperature using the applicant’s proposed container/closure 
system. For the reconstituted solution, an expiry period of 24 hours is granted based on applicant’s 
in-use stability data. The clinical review team has sought further clarifications from the applicant to 
better understand the ability of Phoxillum to contribute to metabolic acidosis in patients on CRRT. 
Currently, discussion is underway with the applicant to address this issue  

 
 

 Risk Benefit Assessment 
 

Phoxillum solution is a pharmacologically inactive solution. The electrolyte concentrations in the 
Phoxillum solutions are chosen to restore plasma levels to clinically desired concentrations or 
maintain plasma levels at the desired concentrations. Importantly, the current NDA is a 505(b)(2) 
application for use of Phoxillum solutions and relies on the safety and efficacy established for the 
marketed product PrismaSol solutions (NDA 21703). Consequently, the risk/benefit with Phoxillum 
solutions is expected to be similar to that for currently marketed PrismaSol solutions.  
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