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Independent Review of the LEVANT Clinical Program 3

Lutonix SFA clinical data including 

LEVANT 1, LEVANT 2 including the 

Continued Access cohort, and 

LEVANT Japan were analyzed. 
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Exclusive Statistical Techniques Included in the Review of 
the LEVANT 2 Program3

Katsanos VIVA 8D Lutonix 

Analysis population (denominator) 

Total enrollment ✓ ✓ ✓ ✓ 

Subjects who completed follow-up ✓ 

Addition of lost to follow-up subjects ✓ ✓ ✓ 

Patient-level data ✓ ✓ ✓ 

Study populations 

LEVANT2 RCT ✓ ✓ ✓ ✓ 

LEVANT 2 Continued Access ✓ ✓ 

LEVANT 2 Combined ✓ 

Propensity adjustment ✓ 

Time dependent analyses, including subsequent intervention ✓ 

Multivariate analyses 

The aggregated 
hazard ratio for the 
LEVANT program is 
1.01 at 5 years.3
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Large Observational Studies Suggest No Mortality Signal 
Related to Paclitaxel Coated Devices5
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These independent datasets demonstrate 
that as more patients are added, the 
mortality signal diminishes. 
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Large Observational Studies of Drug vs. Non-Drug 

4,880 to 150,000+ subjects 
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Conclusions 

Association of 
Survival with Fempop 
Revascularization with 
Drug-Coated Devices15 

Secemsky et al 

Medicare 

Large observational 
study of patients treated 
with drug vs non-drug 

16,560 

389 days (median) 
600 days (longest) 

0.97 
(95% CI 0.91-1.04, 
p=0.43) 

No evidence of increased 
all-cause mortality 
following fempop 
revascularization for 
drug-coated devices 
compared with non-drug 
devices 

N=l.i,880 

Mean 
509 Days 

Drug-Eluting Stent 
Implantation 
and Long-Term 
Survival Following 
Peripheral Artery 
Revascularization 16 

Secemsky et al 

Medicare 

Large observational 
study of patients treated 
with drug-eluting stents 
vs non-drug bare metal 
devices 

51,456 

720 days (median) 
1,440 days (longest) 

0.98 
(95% CI 0.93-1.03, 
p=0.53) 

There was no association 
between stent 
type and mortality 
after multivariable 
adjustment. No 
difference in mortality 
between DES and BMS 
through the end of the 
follow-up period. 

N=16,560 

Median 
389 Days 

N=20,536 

Median 
763 Days 

Mortality After Use 
of Paclitaxel-Based 
Devices in Peripheral 
Arteries: A Real-World 
Safety Analysis17 

Freisinger et al 

German health 
insurance data 

Large real-world 
analysis of patients who 
underwent interventions 
between 2007 and 2015 

64,771 

Up to 11 years 

0.64-1.10; all P>0.057 
after DES application 

Analysis found the use 
of paclitaxel-coated 
devices to be safe for 
endovascular therapy of 
the lower limbs 

N=51,l.i56 

Median 
2 Years 

N=152,l.i73 

Median 
799 Days 

Relationship Between 
Paclitaxel & Mortality 
Several studies have examined patient 

data, for both US and international 

government agencies, to assess the 

relationship between paclitaxel and 

long-term mortality. 

Each analysis 
concluded there 
was no evidence of 
increased mortality 
between drug 
coated devices and 
non-drug coated 
devices. 
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