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Background

• In 2018, three Paclitaxel Coated Balloons (DCB) and two Paclitaxel eluting stents 
(DES) had received FDA approval for the endovascular treatment of obstructive 
disease in the Superficial Femoral and Popliteal Arteries

• These approvals were based on uniform superiority in prospective, independently 
adjudicated randomized trials demonstrating improved primary patency and 
freedom from clinically driven target lesion revascularization (CD-TLR) as 
compared to control

• As Vascular Specialists, we had entered the anti-proliferative era in peripheral 
intervention that coronary intervention had moved to almost 15 years prior.

• Last approval prior to meta-analysis Sept 2018 (Eluvia)



Then in December 2018

Conclusions-—There is increased risk of death following 
application of paclitaxel-coated balloons and stents in the 
femoropopliteal artery of the lower limbs. Further 
investigations are urgently warranted.



This Brought The Vascular Community To A Standstill

• There were physician and industry townhalls in Europe, Asia and 
recently in Washington DC with the FDA and CMS

• Hospitals shut down orders and usage

• There was tremendous interest and a vocal concerned response from 
the global medical device community and the medical community in 
general

• Usage in the USA went from 50% penetrance down to 15% usage in 
less than 2 months



At first January 2019

•“The FDA believes that the benefits continue to 
outweigh the risks for approved paclitaxel 
coated balloons and paclitaxel eluting stents 
when used according to the IFU”



Then ……March 2019

• We have now conducted a preliminary analysis of long-term follow-up data 
(up to five years in some studies) of the pivotal premarket randomized trials 
for paclitaxel-coated products indicated for PAD. While the analyses are 
ongoing, our preliminary review of this data has identified a potentially 
concerning signal of increased long-term mortality in study subjects treated 
with paclitaxel-coated products compared to patients treated with uncoated 
devices. 

• Of the three trials with 5-year follow-up data, each showed higher mortality 
in subjects treated with paclitaxel-coated products than subjects treated 
with uncoated devices. In total, among the 975 subjects in these 3 trials, 
there was an approximately 50% increased risk of mortality in subjects 
treated with paclitaxel-coated devices versus those treated with control 
devices (20.1% versus 13.4% crude risk of death at 5 years).



August 2019 ….after the FDA panel
• RECOMMENDATIONS

• Based on the FDA's review of available data and the Advisory Panel conclusions, we recommend that health care providers 
consider the following recommendations:

• Continue diligent monitoring of patients who have been treated with paclitaxel-coated balloons and paclitaxel-eluting 
stents.

• When making treatment recommendations, and as part of the informed consent process, consider that                  

THERE MAY BE AN INCREASED RATE OF LONG-TERM MORTALITY in patients treated with 
paclitaxel-coated balloons and paclitaxel-eluting stents.

• DISCUSS THE RISKS AND BENEFITS OF ALL AVAILABLE PAD TREATMENT OPTIONS WITH YOUR 
PATIENTS. For many patients, alternative treatment options to paclitaxel-coated balloons and paclitaxel-eluting stents 
provide a more favorable benefit-risk profile based on currently available information.

• FOR INDIVIDUAL PATIENTS JUDGED TO BE AT PARTICULARLY HIGH RISK FOR RESTENOSIS AND 
REPEAT FEMOROPOPLITEAL INTERVENTIONS, CLINICIANS MAY DETERMINE THAT THE BENEFITS 
OF USING A PACLITAXEL-COATED DEVICE OUTWEIGH THE RISK OF LATE MORTALITY.

• In discussing treatment options, physicians should explore their patients' expectations, concerns and treatment 
preferences.

• Ensure patients receive optimal medical therapy for PAD and other cardiovascular risk factors as well as guidance on 
healthy lifestyles including weight control, smoking cessation, and exercise.



Recent FDA Approvals

• InPact AV

• Approved November 2019

• Ranger DCB

• Approved November 2020



Remaining Peripheral Paclitaxel Devices 
currently under investigation
• SURMODICS

• CHOCOLATE TOUCH

• SAVAL

• STELLAREX BTK

• LUTONIX BTK



• The results of the SWEDEPAD interim analysis provide important and reassuring information on PCDs used to treat 
femoro- popliteal disease. 

• THESE NEWER ANALYSES, THOUGH COMFORTING, ARE LIMITED BY THE DURATION OF FOLLOW-UP. For 
example, in SWEDEPAD, fewer than 300 patients have been followed for 4 years. In contrast, 1090 participants were 
available for analysis at 5 years in the FDA’s meta- analysis of the pivotal RCTs of the approved paclitaxel-coated 
devices. This gap underscores the importance of continued patient follow-up for ongoing randomized trials. 

• The FDA will continue to work with investigators, medical professional societies, and the device industry to facilitate 
data development and to communi- cate with the public as new in- formation becomes available. 



In Summary

• We are in a different regulatory environment regarding paclitaxel 
based devices for peripheral lesions

• All IDE studies will now require 5 year clinical follow up to assess for 
any late safety concerns

• New Devices are being approved but there is heightened focus on full 
patient compliance with follow up protocols especially regarding vital 
status and safety events in the mid to late term.

• The FDA is attempting to give all the PTX data a fresh look with more 
randomized data becoming available including SWEDEPAD and 
VOYAGER among others.


