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DCB vs DES 5-year Freedom from TLR
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Kaplan-Meier Freedom from All-Cause Death 
by Paclitaxel Dose in All DCB Patients
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Paclitaxel Coated DCB in Femoro-popliteal Lesions
Kaplan-Mayer-Analysis Bad Krozingen

Kaplan-Meier analysis with the use of the Mantel-cox log-rank test.

Böhme T et al. JACC CI 2020 epub

Survival of matched patients for POBA and DCB-groupSurvival of the entire cohort for POBA (n=514) and DCB-group (n=1065)



IN.PACT Global Study
Long-term All-Cause Mortality in Context
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PAD Epidemiological Studies

*cumulative incidence K-M estimate

IC = Intermittent Claudication

CLI = Critical Limb Ischemia

N-DM = Non-Diabetes Mellitus

DM = Diabetes Mellitus

*



Paclitaxel – The Benefit Outweighs a Hypothetical Risk
Summary

• The meta-analyses by Katsanos et al. with a suggested excess mortality 
following paclitaxel coated device treatment for femoro-popliteal artery 
disease was a single finding without confirmation in large real world studies
• No dose response and no mechanism

• Signal diminished with vital status ascertainment

• Signal primarily observed in the U.S.

• Paclitaxel coated DCB and DES are to date the most clinically and cost-
effective interventional tools for the treatment of even complex femoro-
popliteal artery disease

• Withholding such devices to patients with severe PAOD may even harm 
them and results in increased global health care costs

• When will the agencies recall their warning?


