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What is “Meaningful Added Benefit?”
• Meaningful added benefit in PAD should mean:

• It does not mean delayed restenosis/fewer secondary 
interventions

• ↓ Major (above-ankle) amputation (especially in CLTI)
• ↑ Amputation-free survival (AFS) and/or overall survival
• ↑ Disease-specific QoL (e.g., VascuQoL) / walking function



DCB: Big Short-Term Surrogate Wins (But That’s the Point)IN.PACT SFA (12 months):
RCT: DCB vs POBA for SFA/proximal pop lesions, 
n=331

• Primary patency: 82.2% (DCB) vs 
52.4% (PTA)

• Clinically-driven TLR: 2.4% (DCB) 
vs 20.6% (PTA)

• No major amputations or 
device/procedure deaths at 12 
months
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DCB: Short-Term Wins with Surrogate Outcomes

Tepe et al. Circulation 2015



DCB at 3 Years

Schneider et al. Circinterventions 2018



Surrogates are Better, But…

Schneider et al. Circinterventions 2018



DES: Same Story – Better Patency, Not Better 
Lives

Zilver PTX (5 years):

• Primary patency: 66.4% (DES) vs 
43.4% (PTA)

• Freedom from TLR: 83.1% (DES) vs 
67.6% (PTA)
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Safety Cloud: Paclitaxel Mortality Signal

• Metaanalysis of 28 RCTs (n=4663)
• Mortality

• 1 y: 2.3% vs 2.3%
• 2 y: 7.2% (paclitaxel) vs 3.8%
• 4-5 y: 14.7% (paclitaxel) vs 8.1% 

• Metaregression showed connection (p<.001) 
between dose and risk of death

Katsanos et al. J Am Heart Assoc 2018



“Unlikely” Mortality Risk (FDA 2023)
• FDA (07/11/2023): “data does not support an excess 

mortality risk”
• Changes the lens

• Surrogate endpoints are not enough
• Must have evidence of direct patient benefit



SWEDEPAD-1: Pragmatic RCT for Meaningful 
Outcomes

• Sweden, 22 centers, Rutherford 4-6, n=2355



SWEDEPAD-1: Pragmatic RCT for Meaningful 
Outcomes

• Why does this matter?
• CLTI not claudicants or mixture – limb salvage is a patient 

centered outcome
• Primary endpoint: ipsilateral major amputation

• Median age 77, approx. 75% with tissue loss
• Fem-pop intervention (52.7%)/infrapopliteal (22.8%)/both 

(23.8%)



SWEDEPAD-1: No Limb Salvage Benefit

Falkenberg et al. Lancet 2025



SWEDEPAD-1: No Mortality Benefit

Falkenberg et al. Lancet 2025



SWEDEPAD-1: No Target Vessel Reintervention 
Benefit

Falkenberg et al. Lancet 2025



SWEDEPAD-2 (Claudication): No QoL Benefit + 
Mortality Signal

• Disease-specific QOL at 12 months: no difference vs 
uncoated devices
• All-cause mortality over total follow-up: HR 1.18 (95% CI 
0.94-1.48), p=0.16
• But 5-year mortality incidence higher with paclitaxel: HR 
1.47 (95% Cl 1.09-1.98), p=0.010
• Authors:  “These findings do not support routine use of 
paclitaxel-coated devices”

Nordanstig et al. Lancet 2025



Conclusion – Abandon DCB/DES
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