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About the Multi-Specialty and Multi-Society Coalition for Patient Safety With Paclitaxel Technologies Talking
Points Document
The U.S Food and Drug Administration (FDA) tasked the Multi-Specialty and Multi-Society Coalition for Patient Safety
with Paclitaxel Technologies, (composed of the American College of Cardiology, American College of Radiology,
American Heart Association, Society for Cardiovascular Angiography and Interventions, Society for Vascular Medicine,
Society of Interventional Radiology, Society for Vascular Surgery, Vascular and Endovascular Surgery Society, and the
Society for Clinical Vascular Surgery) to develop a set of talking points concerning the risks and benefits of using
paclitaxel devices. They have been developed after productive discussions across specialties with representation from
the SVS (Dr. Jens Eldrup Jorgensen and Dr. Daniel Bertges) and VESS (Dr. James Black) SCVS (Dr. Jean Bismuth)
and approved by society leadership.
The Coalition bullet points reflect the current evidence surrounding this complex topic and is designed to help
institutions and members to use when discussing increased rate of long-term mortality in patients treated with
paclitaxel-coated balloons and paclitaxel-eluting stents. The statements are intended to summarize the current state of
the evidence and to serve as starting points for discussion. We recognize this is a complex issue and the talking points
and are not intended to take the place of thoughtful, individualized discussions with patients. The ability to effectively
communicate risk and benefit of revascularization is key part of procedure selection. Please consider the following
statement in your discussions and informed consent process.

Peripheral Vascular Intervention Talking Points for Informing
Patients about the Paclitaxel Safety Signal
A recent meta-analysis of randomized trials suggests an increased mortality rate after two years in peripheral artery
disease (PAD) patients treated with paclitaxel-coated balloons and paclitaxel-eluting stents for femoropopliteal disease
compared to patients treated with uncoated balloons or bare metal stents.1 The FDA recommends that physicians
discuss the risks and benefits of all available treatment options with their PAD patients.2,3
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To this end, a Multi-Specialty Paclitaxel Coalition (American College of Cardiology, American College of Radiology,
American Heart Association, Society for Cardiovascular Angiography and Interventions, Society for Vascular Medicine,
Society of Interventional Radiology, Society for Vascular Surgery, Vascular and Endovascular Surgery Society, and the
Society for Clinical Vascular Surgery), representing the majority of specialists who evaluate and treat patients with
PAD, developed the following talking points, which have been reviewed by the FDA, that physicians/providers may
consider when discussing PAD treatment options with their patients:

Some balloons and stents used to treat symptoms resulting from blocked blood vessels in leg(s) are coated
with the drug paclitaxel.
Research studies show that paclitaxel-coated balloons and stents improve the chance that the treated blood
vessel in your leg will remain open after your treatment and lower the likelihood that you will need a repeat
procedure to re-open the vessel.
However, an analysis in 2018 that combined the results from multiple studies indicated that the use of paclitaxelcoated balloons and stents may increase your chance of dying starting about 2 years after treatment.1
Although this analysis has limitations and further research is still ongoing, the available information as of April
2020 suggests that paclitaxel-coated device use may increase your chance of dying over the next 2-5 years
compared to treatment with uncoated balloons or bare metal stents.
There may be other options for the treatment of your symptoms, including medications, exercise, balloons,
stents or other devices that do not contain paclitaxel, and surgery. You and your doctor should discuss the
possible risks and benefits of all treatments to identify those options that are best for you.
The Multi-Specialty Paclitaxel Coalition is actively working with the FDA, medical device manufacturers, and clinical
investigators to advance our understanding of the long-term safety and effectiveness of paclitaxel-coated devices.
On behalf of the Multi-Specialty and Multi-Society Coalition for Patient Safety With Paclitaxel Technologies
References

1. KATSANOS K, SPILIOPOULOS S, KITROU P, KROKIDIS M, KARNABATIDIS D. RISK OF
DEATH FOLLOWING APPLICATION OF PACLITAXEL-COATED BALLOONS AND STENTS IN
THE FEMOROPOPLITEAL ARTERY OF THE LEG: A SYSTEMATIC REVIEW AND METAANALYSIS OF RANDOMIZED CONTROLLED TRIALS.&NBSP;J AM HEART ASSOC.
2018;7(24):E011245. DOI:10.1161/JAHA.118.011245
2. FDA UPDATE- AUGUST 7, 2019 UPDATE: TREATMENT OF PERIPHERAL ARTERIAL
DISEASE WITH PACLITAXEL-COATED BALLOONS AND PACLITAXEL-ELUTING STENTS
POTENTIALLY ASSOCIATED WITH INCREASED MORTALITY.
HTTPS://WWW.FDA.GOV/MEDICAL-DEVICES/LETTERS-HEALTH-CARE-PROVIDERS/AUGUS
T-7-2019-UPDATE-TREATMENT-PERIPHERAL-ARTERIAL-DISEASE-PACLITAXEL-COATEDBALLOONS-AND-PACLITAXEL &NBSP;ACCESSED JUNE 18, 2020
3. DAN K, SHLOFMITZ E, KHALID N, ET AL. PACLITAXEL-RELATED BALLOONS AND STENTS
FOR THE TREATMENT OF PERIPHERAL ARTERY DISEASE: INSIGHTS FROM THE FOOD
AND DRUG ADMINISTRATION 2019 CIRCULATORY SYSTEM DEVICES PANEL MEETING ON
LATE MORTALITY.&NBSP;AM HEART J. 2020;222:112-120. DOI:10.1016/J.AHJ.2019.12.012

Page 4 of 4

