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ESG 
RESPONSE TO PREA NON-COMPLIANCE LETTER-  

DEFERRAL EXTENSION REQUESTED   

 
Submission date: August 3, 2022 

Jessica Lee, MD., Director  
Division of Gastroenterology 
Office of Immunology and Inflammation  
Center for Drug Evaluation and Research 
Food and Drug Administration  
5901-B Ammendale Road 
Beltsville, MD  20705-1266 
 
RE:  NDA 208745: TRULANCE® (plecanatide) tablets, 3 mg 

Sequence 0428: Response to PREA Non-compliance  Letter- Deferral Extension 
Requested   

Dear Dr. Lee: 

Reference is made to the NDA 208745 for Trulance® (plecanatide) tablets, 3 mg for the treatment 
of chronic idiopathic constipation and irritable bowel syndrome with constipation in adults. 

Reference is also made to the FDA letter - Notification of Non-compliance with PREA dated June 
23, 2022 for the below postmarketing studies: 

3117-2: Determine the appropriate Trulance (plecanatide) treatment dose for pediatric 
patients with chronic idiopathic constipation (CIC) who are 6 years to less than 12 
years of age by assessing the safety and efficacy of once daily oral plecanatide in 
an eight (8) week, proof-of-concept, dose-ranging with sparse pharmacokinetic 
(PK) sampling study.   

And  

3117-3: Confirm the efficacy and safety of Trulance (plecanatide) in pediatric patients with 
chronic idiopathic constipation (CIC) who are 6 years to less than 18 years of age by 
performing a randomized, double-blind, placebo-controlled, parallel group, 12 week 
treatment study.  






