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• EudraCT ID: 2014-001642-16 
• Takeda Study ID: TAK-390MR_108 
• Product: Dexlansoprazole 

 
• Protocol Title: A Phase 1, Randomized, Open-Label, Parallel-Design, Multicenter Study to 

Evaluate the Pharmacokinetics, Safety, and Pharmacodynamics of Dexlansoprazole Delayed-
Release Capsules in Infants Aged 1 to 11 Months With Acid-Related Diseases 

 
• Trial Status: Withdrawn, prior to enrollment. 
• Rationale: PREA Waiver was granted and PMR was thus released in October 2019, and study 

was terminated. No subjects had been enrolled. 
 
 
 
 


