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Rationale 

 NICE guidance states dronedarone may be considered for the maintenance of sinus rhythm after 
successful cardioversion in clinically stable patients with paroxysmal or persistent AF who: 

o are not controlled by first line treatments (usually including beta-blockers), and 
o have at least 1 of the following cardiovascular (CV) risk factors: hypertension requiring 

drugs of at least 2 different classes, diabetes mellitus, previous transient ischaemic attack, 
stroke or systemic embolism, left atrial diameter of 50 mm or greater, or age 70 years or 
older, and 

o do not have left ventricular systolic dysfunction nor a history of, or current, heart failure.2 
 

 This follows data from the PALLAS study (Permanent AF Outcome Study using dronedarone on top 
of standard therapy) in patients older than 65 with permanent AF. The study was prematurely 
terminated when an interim analysis showed a significant excess of CV related deaths and 
hospitalisations in the dronedarone group compared with placebo.3 

 The EU Committee for Medicinal Products for Human Use (CHMP) reviewed risks and benefits of 
treatment with dronedarone after reports of liver injury (including two cases requiring 
transplantation), and following the termination of PALLAS also considered CV and pulmonary 
safety. It concluded that the benefits of dronedarone only outweigh risks in a restricted patient 
population.4 

 

Recommendations for clinicians 

 Review patients prescribed dronedarone alongside cardiology expertise to determine if the 
benefits of continued therapy outweigh the risks. 
 

 For patients needing to continue on dronedarone therapy, ensure monitoring is carried out in 
accordance with specialist advice. A summary of minimum monitoring requirements can be found 
in MHRA advice4, or see local ‘at a glance’ monitoring guide: 
www.sunderlandccg.nhs.uk/wp-content/uploads/2020/05/Shared-care-at-a-glance-guide-for-GPs-
FINAL.pdf 

 

A patient information leaflet is available:  
www.prescqipp.info/media/4155/patient-information-changes-to-dronedarone-prescribing.pdf 
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Sunderland CCG do not support the initiation of dronedarone for new patients in primary care, in line 

with NHS England’s guidance.1 

 

 All prescriptions for dronedarone should only be initiated, reviewed and stopped with hospital or 
specialist supervision. 
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