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A summary of the TINTIN and MERLION trials evaluating the safety and efficacy of the Luminor 

drug-coated balloon for treatment of complex femoropopliteal and infrapopliteal lesions.

With Koen Deloose, MD, and Tjun Y. Tang, MD, FRCS(Gen)

Newest Evidence in Complex Lesions:

Are All DCBs the Same?

IN COMPLEX AND LONG FEMOROPOPLITEAL LESIONS,  
2 IS BETTER THAN 1—THE TINTIN TRIAL4

The reality of daily practice is the increase in treatment 
of complex lesions, including lesions ≥ 20 cm and those 
that are totally occluded or heavily calcified. 

In the clinical evidence, what we can see is: 
•	 At 2 years, there is definitely an increase in out-

come failures with percutaneous transluminal 
angioplasty and bare-metal stenting. 

•	 With drug-eluting technologies, this same 
issue isn’t observed, but there is a need for 
efficient scaffolding; longer mean lesion length 
correlates with higher provisional stenting rates 
(Figure 1).3,5-14

•	 The use of combined therapies‚ such as use of a 
DCB followed by a stent‚ offers better results in 
long lesions in the longer term. 

T he first clinical evidence of paclitaxel drug-coated balloons (DCBs) 
in peripheral arteries was reported 20 years ago.1 Since then, data 
on paclitaxel DCBs have been obtained from more than 100 trials.2 
Even so, studies on long, complex lesions or below-the-knee (BTK) 

lesions are limited. 
For this reason, doubts arise in daily practice as to the best way to treat 

these long, complex lesions. Are DCBs really sufficient? Are all DCBs the 
same? Can we use any DCB in these lesions? This article reports on the 
evidence of Luminor DCB (iVascular) in different types of complex lesions. 

Luminor is a DCB that can be used in different lesions because it has 
the 0.014-, 0.018-, and 0.035-inch guidewire compatibility and a broad 
portfolio. In addition, it is coated with iVascular’s own nanotechnology, 
TransferTech, which minimizes drug loss and ensures high drug 
transfer to the arterial wall (Figure 1), a fact demonstrated by the good 
results obtained from clinical trials (82.1% freedom from target lesion 
revascularization [TLR] at 5 years).3
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Figure 1.  The Luminor DCB is 
coated with iVascular’s proprietary 
nanotechnology, TransferTech, which 
minimizes drug loss and ensures high 
drug transfer to the arterial wall. 
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The rationale of the TINTIN trial was to combine 
the Luminor DCB and iVolution Pro self-expanding 
stent (iVascular) for the treatment of TransAtlantic 
Inter-Society Consensus (TASC) C and D femoro-
popliteal lesions. Both devices had already demon-
strated excellent efficacy outcomes in femoropopliteal 
TASC A and B lesions in the EffPac trial (Luminor) and 
EVOLUTION trial (iVolution Pro).3,15

One hundred patients were enrolled in the TINTIN 
trial, including 72% claudicant patients and almost 30% 
critical limb ischemia patients. The mean lesion length 

was 24.2 cm, varying from 
15 to 45 cm. The percentage 
of occlusions was very high 
at 60%. 

The objective of TINTIN 
was to evaluate the safety and 
efficacy of the combination 
of Luminor and iVolution Pro 
at long-term follow-up, up 
to 4 and 5 years, in order to 
strengthen the clinical evi-
dence of the few existing trials 
on treatment of long lesions, 
expecting good outcomes at 
long term. 

At LINC 2023, 4-year outcomes were presented, 
showing a freedom from clinically driven TLR (CD-TLR) 
of 74.8%, meaning that only 25 of these long and com-
plex lesions needed to be revascularized at 4 years.4 
The excellent outcomes achieved in the trial demon-
strate that the combination therapy with Luminor 
and iVolution Pro is a perfect option for real lesions, 
where other devices (DCBs, drug-eluting stents [DES], 
bare-metal stents alone) haven’t been able or don’t 
have the evidence to make this conclusion.

Figure 1.  Provisional stenting rates of different DCB trials.

DCB IN BTK: A CHANCE WORTH TAKING—THE MERLION TRIAL16

Diabetic patients with chronic limb-threatening 
ischemia (CLTI) usually present with multilevel 
infrainguinal peripheral artery disease and tibial 
arterial occlusions. Using percutaneous angioplasty 
is sometimes preferred, with excellent technical 
success rate (> 90%), but there is a high incidence of 
restenosis within the first 6 months (> 70%) because 
of elastic recoil, neointimal hyperplasia, and vessel wall 

remodeling. The problem the patient is facing is that 
reocclusion hinders wound healing and the neces-
sity to revascularize the lesion. DCBs are an option to 
lower restenosis rates, but sometimes their use has 
been controversial.

The aim of the MERLION trial was to evaluate the 
safety and efficacy outcomes of Luminor and Angiolite 
BTK DES (iVascular) as a bailout stent for treatment of 
TASC C and D tibial occlusive atherosclerotic lesions in 
50 Asian patients presenting with CLTI. The majority of 
the patients were Rutherford class 5, and a high num-
ber had diabetic mellitus (94%) and end-stage renal 
failure (50%) (Table 1). The mean lesion length was long 
(14 ± 9.5 cm) with > 50% with moderate to severely 
calcified lesions.

The safety profile was excellent, with no important 
events reported at 30 days. The follow-up continued 
up to 24 months, achieving a CD-TLR of 77.8%, 
and complete wound healing occurred in 83.3% of 
the patients.
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Luminor remains safe and efficacious in treating highly 
complex infrapopliteal atherosclerotic lesions in an 
otherwise challenging frail population of CLTI patients 
with a high incidence of diabetes and end-stage renal fail-
ure and cardiovascular comorbidities.  n
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TABLE 1.  MERLION TRIAL BASELINE  
PATIENT CHARACTERISTICS

No. of Patients 
(N = 50)

Percentage (%)

Mean age, y (± SD) 66.4 ± 8.93
Mean body mass index, 
kg/m2 (± SD)

24.0 ± 4.13

Gender
Male 32 64.0
Female 18 36.0

Ethnic group
Chinese 25 50.0
Malay 12 24.0
Indian 12 24.0
Others 1 2.00

Smoking status
Nonsmoker 40 80.0
Smoker 9 18.0
Ex-smoker 1 2.00

Comorbidities (%)
Diabetes 47 94.0
Hypercholesterolemia 46 92.0
Hypertension 44 88.0
Cerebrovascular  
accident

7 14.0

Ischemic  
cardiomyopathy

25 50.0

End-stage renal failure 25 50.0


