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Drug Product Review – Memorandum 

FROM:  John K. Amartey, PhD 

  CMC-Reviewer/DNDPII/Branch VI 

THROUGH:  Danae Christodoulou, PhD 

  Acting Branch Chief/DNDPII/Branch VI 

TO:  NDA 209091 

DATE:  08/14/2016 

SUBJECT:  Saxagliptin/Dapagliflozin Fixed-Dose Combination (5 mg/10 mg) tablets 

 

INTRODUCTION: 

The NDA 209091 is seeking market approval for saxagliptin 5 mg and dapagliflozin 10 mg fixed-
dose combination (FDC) tablet. The product is indicated as an adjunct to diet and exercise to 
improve glycemic control in adults with type 2 diabetes mellitus (T2DM). Dapagliflozin is an 
inhibitor of the sodium-glucose co-transporter 2 (SGLT2). The SGLT2 inhibitors reduce 
hyperglycemia by promoting glucose excretion by the kidney. Saxagliptin is dipeptidyl peptidase 
4 (DPP4) inhibitor. DPP4 inhibitors improve the beta-cell sensitivity to glucose, increase insulin 
secretion, and decrease glucagon secretion. These inhibitors therefore complement the action 
of the SGLT2 inhibitors in reducing hyperglycemia. The two drug substances have been 
approved in several NDA such as in 2009 NDA 22350 to market Onglyza (saxagliptin), 2010 NDA 
200678 Kombiglyze XR (saxagliptin/metformin HCl). Dapagliflozin is approved as Farxiga in 2014 
NDA 202293. The FDC is submitted in NDA  

 

In NDA 209091 the applicant seeks approval for a single strength saxagliptin 5 mg/ dapagliflozin 
10 mg FDC. The drug product is packaged in the container closure systems: HDPE bottle and 
also in  blisters. Portions of this NDA have been previously 
submitted to NDA  
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