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The LimusTrack Very Thin-Strut Sirolimus-Eluting Stent with a Biodegradable 
Polymer in Real-World All-Comers Coronary Artery Disease Patients: Clinical 

Performance of The VISTUS–INFORM Registry

Abstract

Background: Very thin struts, biodegradable polymer, drug eluting stents have shown reduced restenosis rate, less readmis-
sions and low rates of strut thrombosis related with the reduced response of the vessels wall to the minimized foreign body 
volume and the favorable metal tissue ratio. The present post marketing observation retrospective registry assessed clinical 
performance of patients who received LimusTrack very-thin-struts SES in real practice. Aim: to investigate years’ clinical 
safety and performance/outcomes of LimusTrack very thin struts SES in real practice.

Methods: Data obtain from a single center Cohort of patients who have received LimusTrack stent as a part of treatment for 
Coronary Disease, Between May 2025 and august 2026 (12±2 months). These patients were identified out of the hospital da-
tabase and collected for analysis. There were no exclusion criteria but only the lost ones in follow-up. The primary study end-
point was determining the rate of Target Lesion Failure (TLF) defined as the aggregate of cardiac death, target vessel Q-wave 
or non Q-wave Myocardial Infraction (MI) and TLR procedure during the follow-up period after the index procedure. Second-
ary endpoint was MACE defined as a composite of all cause mortality, any MI and any repeat revascularization (includes all 
target and non-target vessels). The Stent Thrombosis (ST) was also evaluated and was classified according to the definitions 
of the academic research consortium.

Results: A total of 105 patients with 106 lesions were enrolled. Of these, 77 were males (73%) and 28 (27%) were females. 
The most common comorbid condition was diabetes mellitus (DM) 43% / hypertension (63%), a history of smoking (7%), 
dyslipidemia (37%), coronary artery bypass graft (10%), none (2%). Furthermore, the majority of the enrolled patient (73%) 
were treated for symptomatic ischemic coronary heart disease due to the de novo lesions, or restenosis lesions of the coronary 
arteries -40% presenting with angina and 33% wit unstable angina, procedural success was achieved in all patients and no in 
hospital MACE was reported. The composite of TLF (target Lesion Failure) at 12± two months period was 3.8% with one 
cardiac death (0.95%),1 MI attributed to the target vessel (0.95%) and 2 TLRs solved by PCI. MACE rates during the follow 
up duration in brief were reported 7 (6.67%) patients consisting of: one cardiac death, one no cardiac death, one myocardial 
infarction attributed to the target vessel, one myocardial infarction non attributed to the target vessel (095%). TLR events 
were 2 patients (1.90%). All TLR events solved with PCI, with full recovery after treatment. TVR was observed in one patient 
(0.95%), solved by PCI. One incidence of ST was observed during the following period. No sub-acute ST was observed.no in 
hospital MACE and no late or very late thrombosis were observed.

Conclusion: Based to the absence of very low midterm rate of TLF and MACE and overall absence of acute, subacute or 
very late thrombosis in this, single center, observational, retrospective registry and from the other part the very good techni-
cal performance of the LimusTrack very thin struts sirolimus eluting biodegradable stent this coronary endoprosthesis can be 
considered as safe and effective and can be suggested as an alternative one to the contemporary stents for the treatment of the 
de novo lesions in coronary artery disease.
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Table 1: Baseline Clinical Characteristics.

Table 2: Lesion characteristic.

Introduction
The usage of drug eluted stents is intended for narrowed coro-
nary vessels of patients with Coronary Artery Diseases (CAD). 
They developed to minimize the risk of restenosis by the lo-
cal delivery of antiproliferative drugs, integrated with various 
polymers to optimize drug kinetics. At the first generation of 
DES, the total scaffold structure, entry profile, strut width, in-
teraction with the durable polymer coatings, led to poor im-
provement of the mortality following Percutaneous Coronary 
Intervention (PCI). These results were relevant to the limited 
biocompatibility of the polymers and the strong vessel re-
sponse to the bulky metal structure of these early phase DES 
struts [1]. The second generation of stents showed more favor-
able results and better clinical outcomes based on the biode-
gradable polymers and thinner metallic structures. The current 
third generation DES, with very thin strut structure and biode-
gradable polymers shown improved deliverability in tortuous 
and challenging anatomies and overall better clinical/technical 
performance. Particularly the combination of resistible in tem-
perature biodegradable polymers (PLGA) and very thin strut 
structure was manufactured to inhibit the inflammation and 
also the favorable less vessel wall response due to the favorable 
metal/tissue ratio. Therefore, we accessed in all comer patient 
population the safety, efficacy and overall clinical – technical 
performance of LimusTrack biodegradable polymer Sirolimus 
eluting very thin strut stent.

Study Design
Data obtain from a single center cohort of patients who have 
received LimusTrack stent as a part of treatment for coronary 
artery disease, between May 2025 and August 2026. These pa-
tients were identified out of the hospital database and collected 
for analysis. There were no exclusion criteria but only the lost 
ones in follow-up. 

Description of Device
The LimusTrack is an ultrathin cobalt- chromium platform 
with a strut thickness of 65 μm and a biodegradable polymer-
based coating. In LimusTrack a biodegradable polymer Poly 
Lactic-co-Glycolic Acid (PLGA) is used to achieve a con-
trolled drug release using a validated formulation of sirolimus 
(1.40 μm/mm2) timed to elute in 90 – 120 days in parallel; 
with the polymer resorption. The configuration of the coating 
is asymmetrical and thicker on the abluminal side than on the 
luminal side (5 μm vs. 3 μm, respectively), which results in a 
higher drug dose on the abluminal side of the DES. The Lim-
usTrack is available in sizes ranging from 8 to 48 mm length 
and from 2.25 to 4.00 mm diameter.

Study procedure and data collection
This was an all-comer study, and the indications for the angio-
plasty procedure and technique of stent implantation were as 
per the discretion of the treating physician. All patients were 
advised to receive dual antiplatelet therapy with clopidogrel 
and aspirin. Patients who were not pretreated received a bolus 
dose of 300-600 mg of clopidogrel or 60 mg of prasugrel and ≥ 
100 mg of soluble aspirin just before the procedure.

Data was sourced from clinical notes, including in-patient 
progress notes and out-patient notes and letters, angiogram re-
ports, and procedural angiographic images. Case report forms 
were completed for all patients, and completely anonymized 
data were stored in a secure, off-site database. Follow-up data 
were collected using telephonic interactions by using struc-

tured questionnaires developed for this study to determine 
endpoint status.

Endpoint definitions
The primary endpoint of the study was to determine the rate 
of Target Lesion Failure, which is defined as the aggregate of 
cardiac death, target vessel Q-wave or no Q-wave Myocardial 
Infarction (MI), and TLR procedure during the follow-up pe-
riod after the index procedure. Secondary endpoint was MACE 
which is defined as the aggregate of all-cause mortality, any 
MI and any repeat revascularization (including all target and 
non-target vessel). The Stent Thrombosis (ST) was classified 
according to the definitions of the Academic Research Con-
sortium [2]. Procedural success was defined as successful stent 
placement at the desired position with <30% residual stenosis.

Statistical analysis 
Categorical data were presented as counts and percentages. 
Continuous variables were recorded as mean ± standard devia-
tion. All data were processed using Statistical Package® SPSS 
22.0 for Windows® (SPSS, Chicago, IL, USA).

Baseline Demographics and clinical characteristics
In total 105 patients with 105 lesions were retrospectively ana-
lyzed. Baseline demographics and clinical characteristics are 
summarized in Table 1. Mean age of patients was 61,33 9.72 
years, 73% of them were men and 27% were women. The most 
common comorbid conditions were diabetes mellitus 43%, 
smoking, 7%, hypertension 63% and hyperlipidemia 37%. 
28% of patients presented ST/No ST elevation myocardial in-
farction and 33% Unstable angina.

Characteristics Patients (n= 105)
Patient demographics
Age (years) 61.33±9.72
Gender (M/F) 77(73%) / 28(27%)
Diabetes Mellitus 45 (43%)
Hypertension 7 (7%)
Dyslipidemia 66 (63%)
Previous PCI 39 (37%)
Previous CABG 10 (9%)
CAD 8 (8%)
Stable angina 41 (40%)
Unstable angina 35 (33%)
ST elevation myocardial infarction 14 (13%)
Non-ST elevation myocardial 
infarction

15 (14%)

Lesion Characteristics 
58.5% of lesions were moderate to high risk, B2/C lesions as 
per ACC/AHA criteria and 72.5% of the lesions had a TIMI 

Data presented at Mean ± SD or n per patient * and %

Per Patient 105 patients
Target lesion location
LAD 38(36.2%)
LCX 18(17.1%)
RCA 26(24.7%)
LCX and LAD 3(2.8%)
Diagonal 11(10.5%)
OM 9(8.6%)
Preprocedural Data
Lesion length (mm) 22.20 ± 10.21
Lesion diameter 2.91 ± 0.45

Data presented at Mean ± SD or n per patient * and %
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flow grade below 3. The average length and diameter of the 
stent was 26.10±10.88 and 3.02±0.48 respectively. Clinical, 
procedural and technical success was 100%.

Lesion and pre-procedural characteristics
Most lesions were located in LAD (36.2 %), RCA (24.7 %), 
and LCx (17.1 %) (Table 2). Lesion length was 22.20 ± 10.21 
mm and lesion diameter was 2.91 ± 0.45 mm. 22.85 % of pa-
tients had a lesion length longer than 30 mm. The stenosis rate 
was 84. 2±9.5.

Table 3: Clinical outcomes.
Target lesion failure
Cardiac Death 1(0.95%)
Myocardial infarction-attributed to a target 
Vessel

1(0.95%)

Target Lesion Revascularization (TLR)
Solved by PCI

2(1.9%)

MACE
Cardiac death 1(0.95%)
Non cardiac death 1(0.95%)
Myocardial infarction–attributed to a target 
vessel

1(0.95%)

Myocardial infarction–attributed to a non-target 
vessel

1(0.95%)

Target Lesion Revascularization (TLR)
Solved by PCI

2(1.9%)

Target Vessel Revascularization (TVR)
Solved by PCI

1(0.95%)

Non-Target Vessel Revascularization 
(Non TVR) Solved by PCI

1(0.95%)

ARC Stent Thrombosis Definite/Probable 1(0%)
Sub acute stent thrombosis (definite) 1(0%)

Data presented at n and %

Clinical outcomes during follow up period
The composite of TLF (target Lesion Failure) at 12± two 
months period was 3.8% with one cardiac death (0.95%),1 MI 
attributed to the target vessel (0.95%) and 2 TLRs solved by 
PCI. MACE rage during the follow up duration in brief were 
reported 7 (6.67%) patients consisting of: one cardiac death, 
one no cardiac death, one myocardial infarction attributed to 
the target vessel, one myocardial infarction non attributed to 
the target vessel (095%). TLR events were 2 patients (1.90%). 
All TLR events solved with PCI, with full recovery after treat-
ment. TVR was observed in one patient (0.95%), solved by 
PCI. One incidence of ST was observed during the following 
period. No sub-acute ST was observed.no in hospital MACE 
and no late or very late thrombosis were observed.

Discussion
The above featured retrospective observational study was con-
ducted to support the safety of LimusTrack very thin strut, 
sirolimus eluted, biodegradable polymer stent, in real-world 
clinical practice. The early and mid-term follow-up results 
demonstrated the favorable safety and performance of the stent 
with low rates of TFL (3.8%), MACE (6.67%) and total ab-
sence of ST (0%).

The real-world data of LimusTrack in an unselected clinical 
practice population with diverse clinical profiles, which in-
cluded diabetes mellitus (45%), hypertension (63%), unstable 
angina (33%), and ACC/AHA type B, B2 and C lesions. The 

presentation of patients was similar to that reported in studies 
of other similar stents [3-10].

The LimusTrack stent is designed to have thin struts (65 μm) 
on a cobalt-chromium platform (L605) with an open cell de-
sign with three interlinks/nine crowns per segment which pro-
vides an optimum balance among the high radial strength, no 
foreshortening but also high flexibility and extreme deliver-
ability, making it ideal for all lesion locations including ostial 
lesions, bifurcations and tortuous anatomies.

The first-generation DES were built on bulky stent platforms, 
making deliverability quite challenging [15]; however, the thin 
struts and growth of 8% from nominal pressure to rated burst 
pressure of this new-generation LimusTrack DES offer good 
deliverability and conformability, thereby allowing complete 
deployment and good wall apposition. The design leads to a 
minimal balloon overhang, minimizing the risk of edge dis-
section/injury, which is a common procedural complication 
of PCIs. The finding that procedural success was achieved in 
100% of patients in this study supports these claims.

Compared with BMS, first-generation DES with a durable 
polymer has reduced the rate of restenosis but are associated 
with higher late ST [11]. Delayed endothelial healing second-
ary to a hypersensitivity reaction to the durable polymer could 
be responsible for the observed high rate of ST with such DES 
[16-18]. BP-DES was developed to address this potential limi-
tation of durable polymer DES. The drug encapsulated in poly-
mer is completely released within 3–9 months, and the polymer 
also gradually degrades into carbon dioxide and water mol-
ecules. Therefore, BP-DES initially provides anti-proliferative 
benefits similar to durable polymer DES and later behaves like 
BMS once drug delivery and polymer biodegradation are com-
plete [12-14].

Given the importance of ST in evaluating the overall perfor-
mance of DES, we estimated the ST rate in our study. The rates 
of both possible and probable late ST were 0.0% in the pres-
ent registry, which is highly comparable or better to those of 
other standard BP-DES such as sirolimus-eluting Orsiro stents 
(0.4%), biolimus-eluting Nobori stents (1.2%), and Biolimus 
A9 stents (0.2%) at 1-year follow-up [19-22].

The low rate of ST observed in our study could be attributed 
to complete wall apposition of the LimusTrack stent and favor-
able complete endothelial healing over the 1-year period.

Although there is no scientific difference between indigenously 
developed DES vs. those developed and marketed by global 
manufacturers, cost effectiveness remains a key factor in the 
decision-making process for patients and health care providers 
worldwide [23-26]. The most promising results of this retro-
spective study are 100% procedural success rate and low rates 
of MACE (6.67%) and especially the low rates of TLF (prima-
ry endpoint – 3.8%) in our study are comparable to widely re-
ported TLF incidence rates for other BP-DES: Ultimaster stent 
(4.1%), Resolute Onyx stent (4.4%), Synergy stent (5.8%) and 
XScience stent (3.18%) [27-29]. 

Study Limitations
A major limitation of the present study is the observational de-
sign and retrospective analysis of data. However, observational 
data allows true representation of all-comer population unlike 
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