
lable at ScienceDirect

Indian Heart Journal 73 (2021) 385e386
Contents lists avai
Indian Heart Journal

journal homepage: www.elsevier .com/locate/ ih j
Short Communication
Short and long terms clinical outcomes of Paclitaxel drug-eluting
balloons applied for de-novo coronary artery lesions in the context of
acute coronary syndrome: A real world experience

Ahmed Ayuna a, *, Sherif Seif b, John MacDonald c, Ayyaz Sultan d

a Cardiology Registrar with Interest in Interventional Cardiology, Salford Royal NHS Foundation Trust, Manchester, UK
b Cardiology Clinical Fellow, Royal Albert Edward Infirmary, WWL NHS Trust, Wigan, UK
c FRCP Consultant Cardiologist Salford Royal NHS Foundation Trust, Manchester, UK
d FRCP Consultant Cardiologist Royal Albert Edward Infirmary, WWL NHS Trust, Wigan, UK
a r t i c l e i n f o

Article history:
Received 16 September 2020
Received in revised form
15 February 2021
Accepted 23 March 2021
Available online 27 March 2021

Keywords:
Drug-eluting balloon
Paclitaxel coated balloon
Coronary artery disease
de-novo vessel disease
Acute coronary syndrome
* Corresponding author. 30 Trippier road, Eccles, M
E-mail address: drahmedayuna@gmail.com (A. Ay

https://doi.org/10.1016/j.ihj.2021.03.011
0019-4832/© 2021 Cardiological Society of India. Pu
licenses/by-nc-nd/4.0/).
a b s t r a c t

A single-centre retrospective observational study aimed at observing the outcomes of using DEB in ACS
patients. All-comer ninety patients were included with a follow-up of 12e36 months. DEBs were
deployed successfully yielding TIMI 3 without significant coronary dissection. MACE was 1.1% and 3.3%
for 30 days and 12e36 months respectively.
© 2021 Cardiological Society of India. Published by Elsevier B.V. This is an open access article under the

CC BY-NC-ND license (http://creativecommons.org/licenses/by-nc-nd/4.0/).
1. Introduction

The efficacy of drug-eluting balloon (DEB) compared with the
standard stenting technique has been questioned in several
studies.1,2 Authors aimed to study the safety and efficacy of DEB in
treating de novo lesions in Acute coronary syndrome (ACS) in real-
world and the short and long-term clinical outcomes.
2. Methods

A cross-sectional retrospective observational study conducted
in a single centre in England. Data was collected as a part of the
British Cardiovascular Interventional Society national audit. All-
comer ninety patients were included who had a percutaneous
coronary intervention (PCI) with DEBs (Paclitaxel coated) between
11/2015 and 04/2019. Patients were admitted with non-ST-
elevation-ACS for urgent non-elective PCI. The follow-up period
was for 12e36 months. Patients with in-stent restenosis were
anchester, M30 7PT, UK.
una).
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excluded. The primary outcome was a composite of major adverse
cardiac events (MACE) in the first 30 days and 12e36 months.

3. Results

Ninety patients were involved. Mean age was (64.65 ± 10.48
years) Table 1. Mean DEB size was 2.73 ± 0.63 mm. Mean DEB
length was 18.14 ± 3.62 mm. Mean target-vessel size was
2.70 ± 0.59 mm Table 2.

1:1 balloon to vessel size strategy was used. Vessels were sized
based on angiographic appearance for the majority of the cases.
Intracoronary imaging with ultrasound and optic coherent to-
mography were used to size the vessels and post-angioplasty
assessment for vessels�3.5 mm in size (n ¼ 20). Balloon inflation
time was 30e140sec (mean 79.09 ± 29.16), and inflation pressure
was 6e18atm (mean 11.0 ± 2.64) guided by manufacturer recom-
mendations. 105 balloons of different sizes were used. Twenty-one
patients received 2 DEB to two different vessels. DEBs were
deployed in all the patients yielding excellent outcomes, TIMI 3 in
all patients without significant coronary dissection. No further
drug-eluting stent was required. 44.76% of DEBs were used in
2.27e4 mm vessels, whereas 55.23% were used in smaller vessels,
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Table 1
Demonstrates the epidemiological data about the past medical history of
the involved patients.

Total participants n (%) 90 (100%)

Male 79 (87.7%)
Female 11 (12.3%)
British white 81 (90%)
Previous myocardial infarction 25 (27.7%)
Previous CABG 8 (8.8%)
Previous PCI 43 (47.7%)
Diabetes mellitus (any type) 25 (27.7%)
Hypertensive 53 (59.89%)
Smoker 65 (72.2%)
LVEF > 50% 78 (86.67%)
LVEF � 35% 3 (3.33%)
Statins 88 (97.7%)
ACEI 69 (76.7%)
Beta-blockers 62 (68.9%)

Table 2
Shows the number of balloons of different sizes.

Balloon size Number of balloons used

2 mm 27
2.25 mm 3
2.5 28
2.75 2
3.0 25
3.5 9
4.0 11
Total 105
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2.0e2.5 mm 52% of the lesions were shorter than 20 mm; the rest
were longer. 4.45% were bifurcations, and none were used to treat
left main disease, heavy calcified lesions or trifurcation. Only dis-
eases in the native vessels were treated with DEB in patients with
previous Coronary Artery Bypass Surgery.

MACE was observed in one patient (1.11%) in 30 days and 3
(3.3%) in 12e36 months of follow up. Sadly, two patients died
secondary to severe aortic stenosis, and advanced heart failure
respectively and (n ¼ 1) was non-cardiac death. No patients were
readmitted for target lesion revascularisation.

4. Discussion

MACE happened in 1.1% and 3.3% for 30-days and 12e36
months. No patient was readmitted with target lesion revascular-
isation even though the acute angiographic results of the DEB may
be suboptimal, and this could be because the inferior immediate
gain achieved with DEB was balanced by the prolonged late lumen
gain3. Despite the promising results, this study is of small sample
size, non-randomised and single-centre. The use of intra-coronary
imaging for the large vessels was done based on the operator
preferences; there is no local protocol for that in our centre.
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5. Conclusions

DEBs seem to be safe and effective in managing de-novo coro-
nary lesions in the context of ACS.
5.1. Key message

What is already known? e Limited available data with regard to
using DEB in de novo coronary lesions, particularly in the context of
the acute coronary syndrome.

What this study adds: DEB is a safe and effective alternative
approach in the management of de-novo coronary lesions in the
context of acute coronary syndrome.
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