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Re: FDA-2016-P-4584 

Dear Dr. Almashat: 

AUG 0 7 2017 

This letter responds to your citizen petition received on December 28, 2016 (Petition), on behalf 
of Public Citizen' s Health Research Group (Public Citizen). In the Petition, you request that the 
Food and Drug Administration (FDA or Agency) take immediate action with respect to the 
labeling of repaglinide-containing medications (i.e., Prandin, PrandiMet) and clopidogrel 
(Plavix). More specifically, the Petition asks FDA to require that: 

(1) "The label ofrepaglinide-containing medications (PRANDIN, PRANDIMET) 
include information on a serious drug-drug interaction with clopidogrel 
(PLA VIX) that could result in severe hypoglycemia"; and 

(2) "The labels of both repaglinide-containing medications and clopidogrel include a 
contraindication to the use of the two drugs together due to this interaction." 

We have carefully considered the Petition, and for the reasons described below, the Petition is 
granted in part and denied in part. 

I. SUMMARY OF THE PETITION 

Prandin (repaglinide) tablets were first approved on December 22, 1997 (new drug application 
(NDA) 020741 , originally held by Novo Nordisk, Inc.). 1 As described in the labeling in effect at 
the time of the Petition, Prandin is "an oral blood glucose-lowering drug of the meglitinide class 
used in the management of type 2 diabetes mellitus (also known as non-insulin dependent 
diabetes mellitus or NIDDM)."2 The drug is indicated "as an adjunct to diet and exercise to 
improve glycemic control in adults with type 2 diabetes mellitus."3 Repaglinide has also been 

1 NDA 020741 was transferred to Gemini Laboratories LLC on February 15, 2017. 
2 Drugs@ FDA, Prandin Approved Labeling, July 29, 20 I 0, at I, available at 
https://www.accessdata.fda.gov/drugsatfda docs/label/20 I 0/020741 s038lbl.pdf. 
3 !d. at LO. 
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