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11. OTHER RELEVANT REGULATORY ISSUES 

There are no relevant regulatory or patent issues of concern for this supplement.  
Office of Surveillance and Epidemiology (OSE) reviewed the proprietary name reviewed on 11-Sept-13 
and found the name “  unacceptable.  Sponsor re-submitted a new proprietary name, PURIXAN, 
on and it was accepted on 6-Jan-2014

Division of Scientific Investigations (DSI) audit was not considered necessary for this application since 
there were no clinical efficacy or safety studies submitted.  The BE study PXL20744 was conducted at a 
single site at the .

Since a single BE study was submitted for approval the Office of Scientific Investigations (OSI; Sam 
Haider) inspection was conducted for the bioanalytics of study PLX207444.  There were no deficiencies 
observed and Form FDA-483 was not issued. 

12. LABELING

The approved package insert (label) for the LD (Purinethol) has not been converted to Physician Labeling 
Rule (PLR) format, therefore the labeling was updated to include relevant changes for the formulation and 
administration as well as updated contents to be consistent with PLR formatting. 

The package insert (label) and medication guide have been reviewed by the clinical, clinical 
pharmacology, and non-clinical reviewers, as well as by the Office of Prescription Drug Promotion 
(OPDP; Richard Lyght 8-Apr-2014), the Division of Medication Error Prevention and Analysis (DMEPA; 
Yelena Maslov), the Pediatric and Maternal Health Staff (PMHS; Erica Wynn 8-Apr-2014), and Safety 
Endpoint and Labeling Division (SEALD). 

The review team has recommended changes to all sections of the sponsors proposed labeling.  The 
review team’s revisions should be incorporated into the final label.

13. RECOMMENDATIONS/RISK BENEFIT ASSESSMENT

13.1. Recommended Regulatory Action 

I concur with the assessments made by the review team and recommend this application for PURIXAN, 
an oral suspension of mercaptopurine, be approved. This formulation of mercaptopurine will improve the 
ability to reliably provide the appropriate dose of this essential medication to children with acute 
lymphoblastic leukemia.  The labeling revisions recommended by the review team should be incorporated 
into the final label.  

13.2. Risk-Benefit Assessment

I agree with Dr. Dinndorf’s risk benefit assessment conclusions below: 
 a formulation that provides more accurate dosing in a palatable form is a major contribution to 

ALL therapy, especially in younger patients unable to swallow pills 
 an alternative formulation also ensures better drug availability in the event of a drug shortage.
 The presentation of PURIXAN is an appropriate formulation which is superior to the 50 mg tablet 

formulation available, especially for children less than 5 years of age.  

13.3. Recommendation for Postmarketing Risk Evaluation and Management 
Strategies

Not applicable

13.4. Recommendation for other Postmarketing Requirements and Commitments

The CMC reviewer has proposed the following PMC: 
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