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STUDY REPORT SUMMARY 

ASTRAZENECA PHARMACEUTICALS 
 
FINISHED PRODUCT: PLENDIL™ (felodipine) extended release (ER) tablets  

ACTIVE INGREDIENT: Felodipine 
 
Trial title (number): Dose Ranging, Safety and Tolerability Study of Felodipine ER in Pediatric Patients; A Multicenter, Double- Blind, Placebo-Controlled, 
Randomized, Parallel Group Study with an Optional Open-Label Extension. This report presents the results from the open-label extension of this study.(SH-
FEH-0024 (Study 216 OL)) 
 
Developmental phase: II 
First subject recruited: 20 October 1999 
Last subject completed: 10 April 2001 
Approval date:  30 August 2001 
 
OBJECTIVES

The purpose of Study 216 was to evaluate the dose range, efficacy, safety and tolerability of felodipine ER in hypertensive pediatric patients. The open-label 
extension of the study was performed primarily for long-term safety purposes. 
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REFERENCE:

None available at this time 

 
As with any comprehensive clinical trial programme, individual studies may include both approved and non-approved treatment regimens, including doses higher 
than those approved for clinical use. Before prescribing Plendil™ (felodipine), Healthcare Professionals should view their specific country information. 

 

http://www.astrazenecaclinicaltrials.com/node/globalsites.aspx
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