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1 INTRODUCTION 
This review is written in response to a request by the Division of Metabolic and 
Endocrine Products (DMEP) for the Division of Risk Management (DRISK) to 
review the Applicant’s proposed Patient Package Insert (PPI) for TRADENAME 
(saxagliptin/metformin HCl extended-release) Tablets. 
Bristol-Myers Squibb (BMS) Company submitted a New Drug Application (NDA) for 
TRADENAME (saxagliptin/metformin HCl extended-release) tablets on December 29, 2009. 
TRADENAME (saxagliptin/metformin HCl extended-release) tablets is indicated as an 
adjunct to  diet and exercise to improve glycemic control in adults with type 2 diabetes 
mellitus when treatment with both saxagliptin and metformin is appropriate. 

DRISK conferred with DMEPA and a separate DMEPA review of the PPI has been 
submitted and placed in DARRTS dated July 2, 2010. 

2 MATERIAL REVIEWED 

• Draft TRADENAME (saxagliptin/metformin HCL extended-release) Tablets 
Patient Package Insert (PPI) received on December 29, 2009, revised by the 
Review Division throughout the current review and sent by the Review Division 
to DRISK on September 29, 2010. 

• Draft TRADENAME (saxagliptin/metformin HCL extended-release) Tablets 
Prescribing Information (PI) received on December 29, 2009, revised by the 
Review Division throughout the current review and sent by the Review Division 
to DRISK on September 29, 2010. 

• Approved Janumet (sitagliptin/metformin HCl) Tablets comparator labeling 
dated, September 24, 2010 

• Approved Onglyza (saxagliptin) Tablets comparator labeling dated, July 31, 2009 

3 REVIEW METHODS 
To enhance patient comprehension, materials should be written at a 6th to 8th grade 
reading level, and have a reading ease score of at least 60%. A reading ease score of 
60% corresponds to an 8th grade reading level.  In our review of the PPI the target 
reading level is at or below an 8th grade level. 

 
Additionally, in 2008 the American Society of Consultant Pharmacists Foundation 
(ASCP) in collaboration with the American Foundation for the Blind (AFB) 
published Guidelines for Prescription Labeling and Consumer Medication 
Information for People with Vision Loss. The ASCP and AFB recommended using 
fonts such as Verdana, Arial or APHont to make medical information more 
accessible for patients with vision loss.  We have reformatted the PPI document 
using the Verdana font, size 11. 

In our review of the PPI we have:  

• simplified wording and clarified concepts where possible 
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• removed unnecessary or redundant information 

• ensured that the PPI is consistent with the PI 

• ensured that the PPI meets the criteria as specified in FDA’s Guidance for 
Useful Written Consumer Medication Information (published July 2006) 

 

4 CONCLUSIONS 
The PPI is acceptable with our recommended changes. 

5 RECOMMENDATIONS 

• Please send these comments to the Applicant and copy DRISK on the 
correspondence.  

• Our annotated versions of the PPI are appended to this memo.  Consult DRISK 
regarding any additional revisions made to the PI to determine if corresponding 
revisions need to be made to the PPI   

 Please let us know if you have any questions.  

16 Page(s) of Draft Labeling have been 
Withheld inFull as b4 (CCI/TS) 
immediately following this page
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