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Study summary
• In this single-center study, TLR and binary restenosis were 

significantly lower in patients treated with DCB vs. PTA at 12 
months, but showed no significant difference at three-year 
follow-up.

• “Late catch-up” was demonstrated particularly in more 
complex ISR.  The authors noted that the differences in 
morphology between a de novo and ISR lesion could be 
one of the reasons for the late catch-up observed.

• This is particularly important considering that all patients 
enrolled in this study were diabetic with CLI, conditions at 
high risk for reduced primary patency.

• Regardless of Tosaka Class, late catch-up between DCB and 
PTA appears to occur between 18-36 months with no 
significant difference in TLR rates at three-year follow-up.

• The non-randomized design of the study and the 
retrospective comparison with historical controls limit any 
definitive conclusion and the general applicability of our 
results, which should be considered only as hypothesis-
generating.1

• Although the 12-month outcomes significantly favor 
DCB, no core lab adjudication was performed on the 
angiography or Duplex which fed the primary endpoint data.

• Eighteen additional stents were placed to treat dissections 
and proliferative disease between both arms showing the 
downside of the balloon platform.

• The treatment of more complex ISR lesions was associated 
with an increased rate of TLR, irrespective of the technology 
used.2

• Tosaka Class III ISR was independently associated with any 
recurring event.1

Results from this case study are not predictive of future results.
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Overview

Safety and effectiveness data is evaluated through three-year follow-up on 
symptomatic diabetic patients with femoropopliteal in-stent restenosis treated 
with drug-coated balloons (DCB) compared to PTA as the historical control. 

Objective

To compare the 12-month recurrent binary restenosis rate by angiography or 
duplex of diabetic patients treated with DCB vs. historical PTA alone. The data 
from the PTA cohort had been collected in the previous two years. Clinically-
driven TLR was assessed at 12 months as the secondary endpoint. A post-hoc 
12-month sub-analysis of major adverse events was performed.

Methods and results

DEBATE-ISR was a single-site study consisting of 44 patients in the DCB 
arm vs. 42 patients in the PTA alone arm. While the DCB arm was collected 
prospectively, the PTA alone arm was analyzed retrospectively for comparison. 
The primary outcome measure was to compare the rate of restenosis (>50% 
diameter reduction) between the two arms at one year follow-up. Patients 
were treated with predilatation + DCB (In.Pact Admiral; MDT) in the DCB arm. In 
cases of extensive dissection or proliferative restenosis, additional stenting was 
performed with the Maris Plus nitinol stent (MDT). Lesions were categorized by 
Tosaka class, with over half of the patients enrolled falling into Tosaka Class III 
(Total occlusion).

Key study results DCB (N=44) PTA alone (N=42)

Mean ISR length (cm)1 13.2 13.7

Technical success (< 30% residual stenosis)1 100% 100%

Tosaka Class III1 51% 65%

Additional stent implant1 15.9% 26.2%

Binary restenosis (12-month)1 (p=<0.001) 8/41 (19.5%) 28/39 (71.8%)

TLR (12-month)1 (p=0.45*) 6 (13.6%) 13 (31.0%)

Major amputation (12-month)1 0 (0%) 1 (2.4%)

Death (12-month)1 3 (6.7%) 3 (7.1%)

TLR (three-year)2  (p=0.8) 40% 43%

Paclitaxel-eluting balloon vs standard angioplasty to 
reduce restenosis in diabetic patients with in-stent 
restenosis of the superficial femoral and proximal 
popliteal arteries: results of the DEBATE-ISR study1,2
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Conclusions

In this single-center study, drug-coated balloons showed significantly better 
outcomes at 12 months compared to PTA alone in a high CLI population. However, 
between 18-36 months there appears to be a late catch-up with no significant 
difference between the groups at three-year follow-up. The treatment of more 
complex ISR lesions is associated with increased rate of TLR.
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