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A summary of presentations on the use of DCBs and treatment of complex lesions from the 
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WITH FABRIZIO FANELLI, MD, EBIR; PROF. ULF TEICHGRÄBER, MD; 

AND KOEN DELOOSE, MD

Drug-Coated Balloon Update: 
Are All DCBs the Same?

THE BENEFIT OF USING DCBs OUTWEIGHS THE RISK

PRO PERSPECTIVE
By Fabrizio Fanelli, MD, EBIR

Based on evidence that DCBs are highly 
effective to treat complex lesions, the deci-
sion becomes which DCB is the best to use. 
There are currently about 15 DCBs available 
in Europe, all of which are coated with pacli-

taxel—a lipophilic drug that works with very low concen-
trations. Differences between DCBs are with the dose of 
paclitaxel (which range from 2 to 3.5 µg/mm2), drug for-
mulation, excipient, surface energy, and coating method. 

Following the publication of the Katsanos et al meta-
analysis,1 the use of paclitaxel DCBs has been reduced, 
mainly in the United States due to the regulatory state-
ments (Figure 1). However, with new safety data avail-
able in early 2020, DCB use has started to increase.2

Based on the available data, DCBs have always been 
considered safe devices. A recent meta-analysis by 
Dinh et al demonstrated that there is no increased risk 
of all-cause mortality in a predominantly chronic limb-
threatening ischemia patient population treated with 
paclitaxel-coated versus uncoated devices.3 The authors 
of this meta-analysis recommended continued use of 
DCBs in this high-risk patient population.

Other meta-analyses have evaluated DCBs in terms 
of safety, drug mortality, and drug dose.4 They have 
assessed the amount of drug administered to the 
patient and reported that there were no statistically 
significant differences between the use of DCBs with a 
low or high dose of paclitaxel or the use of several bal-
loons in long iliac lesions. 

T
he interactive Vascular Summit (iVS), held in 
February 2020 and sponsored by iVascular, 
aimed to provide an update on the latest tri-
als, technologies, and devices for peripheral 

artery disease treatment through a series of clinical cases 
and debates. The iVS’s scientific committee comprises 
Dr. Koen Deloose (Belgium), Dr. Fabrizio Fanelli (Italy), 
Prof. Yann Gouëffic (France), Dr. Ralf Langhoff (Germany), 
and Prof. Vicente Riambau (Spain), who carefully struc-
tured the content to achieve dynamic and educational 
sessions for the 130 worldwide attendees. 

One of the main topics was discussion on the use of 
drug-coated balloons (DCBs) and how to treat complex 
lesions. The question posed was: Are all DCBs the same? 
To answer this question, the following sessions took place.

KEY POINTS
•	 With evidence that shows DCBs to be highly effec-

tive, the decision becomes which DCB is the best 
to use.

•	 New paclitaxel DCB meta-analyses and trials 
show that there is no increased risk of all-cause 
mortality.

•	 The EffPac trial demonstrated that Luminor DCB is 
safe and effective with no increased risk of mortality.

•	 In the TINTIN trial, the use of combined therapies 
with Luminor DCB and iVolution self-expanding 
stent offered better results in long lesions.
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CON PERSPECTIVE
By Prof. Ulf Teichgräber, MD

As Dr. Fanelli explained, with most DCBs 
using paclitaxel as the drug-coated option, 
the question turns to which is the best? 
Available DCBs differ in dose and excipi-
ents. The meta-analysis by Klumb et al 

includes 14 randomized controlled trials (RCTS), 
including studies from eight countries, 2,504 patients, 
and nine DCB types.5 

Late lumen loss at 6 months was compared for nine 
different products. All DCBs showed better efficacy 
than plain old balloon angioplasty (POBA), but there 
were differences among the various DCBs. Regarding 
primary patency, both DCBs and POBA had the same 
performance during the first 12 months. Unfortunately, 
there are few RCTs that report data between 12 and 
24 months because most trials do not have statistical 
significance during follow-up.

All-cause mortality at 12 months was no differ-
ent between DCBs and POBA. At 24 months, there 
appeared to be a trend toward increased risk using 
DCBs versus POBA of 1.53 risk ratio. In the Klumb et al 
meta-analysis, when comparing data, the mortality 
risk reported in all clinical trials is similar except in the 
EffPac trial.4
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EFFPAC TRIAL 24-MONTH 
OUTCOMES
By Prof. Ulf Teichgräber, MD

The EffPac trial is a prospective, multi-
center, RCT to assess the effectiveness of 
a paclitaxel-coated Luminor DCB versus 
POBA in the superficial femoral and 
popliteal arteries to prevent vessel reste-
nosis.1 The results observed in this trial 
have not been achieved in similar trials. 
Analyzing all the efficacy endpoints, the 
Luminor DCB (iVascular) demonstrated 
astonishing outcomes at 24 months. The 
primary patency achieved, as determined 
by duplex ultrasound, in the Luminor 
group was 90.2% and 62.7% in the POBA 
group (P = 0.0004). These positive results 
can be attributed to the TransferTech 
nanotechnology that allows a better drug 
transfer than other coating technologies 
(Figure 1).2-9

Luminor is a safe and effective bal-
loon (Figure 2). With Luminor, the 
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Figure 1.  Primary patency at 24 months achieved in different DCB RCTs.2-9

Figure 2.  Risk ratio of all-cause death of different DCB RCTs.
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drug amount released into the bloodstream is minimal; 
the drug volume released may be the main effect for 
increased mortality. 
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COMPLEX AND LONG LESION 
MANAGEMENT 
By Koen Deloose, MD

The reality of daily prac-
tice is that we are treating 
more complex lesions—
those that are ≥ 20 cm, 
have total occlusions, or 

are heavily calcified. These vessels have 
limited vessel/lumen expansion, risk of 
overstretching nondiseased parts, and 
a barrier for any drug absorption. The 
problem is that there is a lack of objec-
tive criteria for quantitative calcium 
measurement. There are different scor-
ing systems to quantify the calcium in 
the vessels. When there is a bilateral, 
> 180° circumference, it is considered as 
a severely calcified lesion. 

Longer mean lesion length corre-
lates with higher provisional stenting 
rates. At 1 year, with percutaneous 
transluminal angioplasty and bare-
metal stents (BMSs), there is definitely 
a correlation. This is not an issue with 
drug-eluting technologies, but neces-
sary and efficient scaffolding must be 
considered (Figure 3).1-17

The use of combined therapies, 
with a DCB and then a BMS, offers 
better results in long lesions. This was 
observed in the TINTIN trial, which investigated the 
safety and efficacy of treatment with Luminor DCB and 
the iVolution self-expanding stent (iVascular) in patients 
with TASC C and D femoropopliteal lesions. At baseline, 
mean lesion length was 242.65 mm (SD, 73.72 mm). 

At 1-year follow-up, combination therapy with 
Luminor and iVolution achieved a primary patency of 

90.5% and a freedom from target lesion revascularization 
of 94.4%. Benchmarking with TINTIN versus analog stud-
ies is shown in Figure 4.17-24  n
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Figure 3.  Provisional stenting versus mean lesion length in DCB studies. Longer 

mean lesion length correlates with a higher provisional stenting rate.

Figure 4.  Comparison of TINTIN results with those of analog studies.
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