
• Individual patient-level meta-analysis of two RCTs conducted by 

a 3rd party

• ILLUMENATE Pivotal and ILLUMENATE EU RCT

• Pre-specified, systematic assessment of mortality for patients 

treated with Stellarex DCB for ATK lesions

• Test for homogeneity (I2 = 0%)

• Meta analysis to compare mortality through five years between 

Stellarex DCB and control (PTA) cohorts (N = 589) 

• DCB: 419 and PTA: 170

• Both studies included independent AE adjudication by CECs

• Over 90% vital status compliance

• A summary-level meta-analysis reported a long-term safety 

signal in patients treated with paclitaxel-coated devices for PAD

• The purpose of this study was to assess the long-term five-year 

safety of the Stellarex drug-coated balloon (DCB) compared with 

percutaneous transluminal angioplasty (PTA) for symptomatic 

femoropopliteal peripheral artery disease (PAD) in a patient-

level meta-analysis of the ILLUMENATE randomized controlled 

trials (RCTs)
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• Stellarex DCB continues to consistently demonstrate no 

difference in mortality compared with PTA cohort year-over-year 

through five years both within individual RCTs and pooled 

analysis

• This patient level meta-analysis represents the highest level of 

evidence to determine long-term mortality of a single DCB

• Largest homogenous prospective RCT dataset to show 

no difference in mortality1,2

• No evidence of paclitaxel (exposure or dose) as a 

predictor of mortality 

• This independent meta-analysis confirms and reinforces the 

consistent and durable long-term safety profile of low dose 

Stellarex DCB in final five-year dataset
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