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Lesion Length is an Unexpected Confounding Variable
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What was the Patient Impact of the Paclitaxel Controversy?

Paclitaxel-coated balloons were the preferred treatment in the United States
for femoropopliteal intervention prior to the paclitaxel controversy
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One View On The Paclitaxel Scare: The Case Is Closed
Conclusions
Final and updated patient-level analysis of pivotal RCTs, conducted
with input from the FDA, provides the most complete follow-up data on
paclitaxel-coated devices.
Five-year vital status available in 95% of patients and a comprehensive
examination of the impact of treatment-group crossovers.
Consistent lack of paclitaxel mortality signal across multiple analyses.
Accounting for crossover further reduced the hazard ratio.

No dose effect.
Consequences of paclitaxel controversy still being felt.

Mortality in randomised controlled trials using paclitaxel-
coated devices for femoropopliteal interventional
procedures: an updated patient-level meta-analysis

Sahil A Parikh,Peter A Schneider”, Chiistopher M Mullin, Tyson Rogers, William A Gray*  Lancet 2023; 2023,402:1848-56
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What was the Patient Impact of the Paclitaxel Controversy?

Paclitaxel controversy: significant decline in Increased risk of major
DCB use, primarily replaced by PTA and BMS ~ amputation and death, not driven
by COVID alone.

Adjusted HR 105
(95%C11.04-.07)

Adjusted HR 1.02
50 - (95%Ci1.00,104)
P02

432439
40.4

popliteal arte cularization procedures performed
16 through 9 among patients insured by Medicare Pre- Post-
JAHA JAHA
2018 2018

One View On The Final Result Of The Scare And Concern
That Paclitaxel Coated Devices For Lower Extremity
Treatments-Increased Mortality And Amputation Rates:
The Case Is Closed: What Were Its Costs?

UPDATE: Paclitaxel-Coated Devices to
Treat Peripheral Arterial Disease
Unlikely to Increase Risk of Mortality -
Letter to Health Care Providers

July 11, 2023

‘The U.S. Food and Drug Administration (FDA) is informing
health care providers about updated information associated
with paclitaxel-coated devices used to treat peripheral arterial
disease (PAD).

Based on the FDA's review of the totality of the available data
and analyses, we have determined that the data does not
support an ortality risk for paclitaxel-coated devices.
The FDA previously communicated about this topic in 2019 and
is now providing updated information.




