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Introduction: Drug-coated balloon (DCB) has been an attractive option in de novo
vessels. A systematic review and meta-analysis were conducted to evaluate the efficacy
and safety of DCB vs. stent for treating de novo lesions in non-small vessels.

Methods: Studies in PubMed, Embase, the Cochrane Central Register of Controlled
Trials, and Web of Science were searched (from their commencement to March 2021).
This meta-analysis was performed by Review Manager 5.3.

Results: A total of 3 random controlled trials (RCTs) with 255 patients and 2
observational studies (OS) with 265 patients were included in this meta-analysis following
our inclusion criteria. It could be observed that DCB presented no significant difference in
cardiac death (CD) (RR 0.33, 95% CI [0.01, 8.29], p = 0.50 in OS), myocardial infarction
(MI) (RR 0.49, 95% CI [0.09, 2.50], p = 0.39 in RCT), target lesion revascularization (TLR)
(RR0.64,95% CI[0.19, 2.18], p = 0.47 in RCT) (RR 1.72, 95% CI [0.56, 5.26], p = 0.34
in OY), and late lumen loss (LLL) (SMD —0.48, 95% CI [-1.32, 0.36], p = 0.26 in RCT)
for de novo non-small coronary artery disease (CAD) compared with stents, whereas
minimal lumen diameter (MLD) including MLD1 (SMD —0.67, 95% CI [-0.92 —0.42], p
< 0.00001 in RCT) and MLD2 (SMD —0.36, 95% CI [-0.61 —0.11], p = 0.004 in RCT)
was smaller in DCB group.

Conclusion: This systematic review showed that DCB might provide a promising way
on de novo non-small coronary artery disease compared with stents. However, more
RCTs are still needed to further prove the benefits of the DCB strategy.

Systematic Review Registration: https://www.crd.york.ac.uk/PROSPERO/#

recordDetails.

Keywords: drug-coated balloon, de novo vessels, non-small, stent, systematic review

INTRODUCTION

Coronary artery disease (CAD) is still the leading cause of human death and disability worldwide
according to the latest epidemiological data from the Global Burden of Disease (GBD) (1).
Percutaneous coronary intervention (PCI) is a therapeutic intervention by expanding the stenosis
or occlusion of the vascular lumen, which improves the circulation of myocardium. With the
development of technology, PCI has been applied to more complex lesions among patients with
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CAD (2, 3). At present, most of the PCI is expanding the
target lesions with stents, from bare metal stent (BMS) to first-
generation drug-eluting stent (DES) and second- or newer-
generation DES, which can not only significantly reduce the
incidence and mortality of myocardial infarction (MI) in high-
risk patients with massive myocardial ischemia, but also improve
the quality of life of patients. Despite the superiority of stents in
the management of CAD, very late adverse cardiovascular events
still exist after stent implantation (4). Though with the advent
and application of DES, complications such as in-stent restenosis
(ISR) and stent thrombosis still occur, leading to the recurrence
of angina or acute coronary syndrome (ACS) (5, 6). There are
also technical challenges in the application of stents in complex
lesions, which affect its long-term efficacy. A recent study
reported a new complication of longitudinal stent deformation
(LSD), which is defined as the distortion or shortening of
intracoronary stents after successful stent deployment because of
the reduced longitudinal strength of stents (7). There are also
some rare complications such as spontaneous coronary artery
pseudo aneurysm and infection according to the report (8, 9).

In recent years, drug-coated balloon (DCB) has been
investigated and applied in clinical for its no residues. It has
become 1 of the preferred options for the treatment of ISR by
the ESC guideline (10). There are also many potential benefits
such as de novo vessel disease and patients with a high risk of
bleeding. In addition, there are other potential indications, such
as bifurcation lesions, chronic total occlusion lesions, and others
(11-13). With the advantage of DCB, there are some systematic
reviews and meta-analysis based on the role of DCB in de novo
vessels, whose results showed that DCB was noninferior to the
stent strategy when treating the target lesions (14-16). However,
those results were concentrated more on de novo small vessels
or unclassified vessel diameter of de novo vessels. Besides, those
results included BMS as a control, which has been rarely applied
and not recommended for PCI by the recent guidelines. With
the development and advance of DCB, there were several studies
that used DCB for treating with de novo non-small vessels (17—
21). Lin et al. (22) did a meta-analysis in de novo large vessels,
though remained some limitations. First, only 1 study with stable
CAD was included in their study and the subgroup analysis was
limited. Second, the end points in their study were not enough
since there were more clinical and angiographic outcomes which
could be used to assess the efficacy and safety of DCB. Finally, the
number of studies was not enough and contained 1 nonrandom
controlled trial (RCT).

Therefore, we conducted a systematic review and meta-
analysis to evaluate the efficacy and safety of DCB vs. stent for
treating de novo lesions in non-small vessels.

MATERIALS AND METHODS

Protocol

This meta-analysis followed the Preferred Reporting Items
for Systematic Meta-Analysis (PRISMA) statement (23).
The protocol was registered at PROSPERO (registration
number: CRD42021244832).

Search Strategy

The following electronic databases were searched: PubMed,
Embase, the Cochrane Central Register of Controlled Trials, and
Web of Science from their commencement to March 2021 for the
relevant literature. A manual search of references was performed
for additional omitted studies. The specific search strategies were
presented in the supplemental.

Selection Criteria

The literature was independently screened and evaluated by 2
authors (Sun and Liu). In total, 2 authors scanned the title and
abstract according to the inclusion criteria and then screened
again by reading the full text. If there were any disagreements,
it would be discussed with another author (Wang) and resolved
by consensus, or contacted the original author of the article
if necessary.

The inclusion criteria were as follows: (1) patients with CAD;
(2) PCI for de novo lesions with lumen diameters > 2.5 mm; (3)
DCB as experimental group without any restriction on the type
of DCB; (4) stent as control group for DES only; and (5) studies
included RCT and observational study (OS).

The exclusion criteria were as follows: (1) patients with
peripheral vascular diseases; (2) PCI for de novo lesions with
lumen diameters < 2.5mm; (3) studies were reviewed or
conference abstract; and (4) data inefficient.

Study Outcomes and Definition

The study outcomes could be divided into clinical outcomes
and angiographic outcomes. The clinical outcomes included
cardiac death (CD), MI, and target lesion revascularization
(TLR). CD was defined as death caused by cardiac factors.
MI was defined based on the latest ESC guidelines (10). TLR
was defined as any repeat revascularization due to restenosis
in treated segments including 5mm proximally and distally.
The angiographic outcomes included minimal lumen diameter
(MLD), which was divided into MLD1 (MLD immediately
after PCI) and MLD2 (MLD at follow-up angiography), and
late lumen loss (LLL), which means MLD1 minus MLD2. The
angiographic outcomes were obtained by quantitative coronary
angiography (QCA).

Data Extraction

The following data were extracted from eligible studies
independently by 2 authors (Sun and Liu): the study of the author,
year, and country; patients’ indication; the number of patients,
age, and sex in each group; the vessel diameter and length;
the main characteristics of DCB; the type of DCB and stents;
lesion preparation for DCB and stents; clinical and angiographic
outcomes and follow-ups.

Quality Assessment

The quality of the eligible RCT studies and the risk of bias
were assessed by 2 independent authors (Sun and Liu) using the
Cochrane Handbook for Systematic Reviews of Interventions,
version 5.1.0, which contains seven criteria: random sequence
generation, allocation concealment, blinding of participants and
personnel, blinding of outcome assessment, incomplete outcome
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data, selective outcome reporting, and other bias. These seven
criteria were rated as “low risk;” “unclear risk,” or “high risk”
depending on the characteristics of each criterion reported in
the study. For OS, the quality of the studies was assessed by the
Newcastle-Ottawa Scale (NOS) with 8 items including selection,
comparability, and outcome. A study with more than 6 stars was
regarded as a high-quality one.

Statistical Analysis
The effect of DCB or stents for de novo non-small vessels was
measured by relative risks (RR) for all clinical outcomes and

standard mean difference (SMD) for all angiographic outcomes.
As several included studies did not offer the changes in the
standard deviation (SD) of LLL or MLD from the baseline values,
we calculated the SD change by the following formula (1). The
coefficient was taken as 0.5 according to other eligible studies that
provided the SD baseline, SD final, and SD change.

SD change = /[(SD pretreatment) 24 (SD posttreatment) 2
- (2* coefhicient *SD pretreatment *SD posttreatment)] (1)

This meta-analysis was performed by Review Manager 5.3
(Cochrane Collaboration, 2014). Heterogeneity of the studies
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FIGURE 1 | Study selection process.
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was assessed by the Cochran’s Q statistic and I* test. Studies
were considered homogeneous if the p-value of the Q-test was
> 0.1 or the I* value was < 50%, or it would be considered
as heterogeneity. A random effect model was chosen to analyze
the data.

To further explore the other factors associated with the results,
a series of subgroup analyses were performed by Review Manager
5.3 (Cochrane Collaboration, 2014), including the type of patient
status, age, the type of DCB, and the clinical or angiographic
follow-up, with p < 0.05 considered statistically significant. The
sensitivity analysis was done using the leave-one-out method to
examine the stability of the results.

RESULTS

Description of Studies

A total of 1,443 studies were retrieved based on the search terms
and strategies described ahead. There had been 906 studies to be
screened by titles and abstracts since 843 studies were removed
because of repetition. Of the 906 studies, 63 studies remained
to be read the full text for further exclusion. Finally, 5 studies
(17-21), including 3 RCTs and 2 OS, were selected and included
in this meta-analysis with the inclusion criteria (Figure 1). The
characteristics of included study were summarized in the Table 1
as shown below.

Quality Assessment

The Cochrane risk of bias tool was used to assess the
methodological quality of the included RCT studies, as were
presented in the Figures 2, 3. For selection bias, most studies
showed a low risk whereas 2 studies (17, 19) did not specifically
describe allocation concealment. For performance bias, 1 study
(17) did not take any blind methods, which might have an effect
on the results. For detection bias, all studies could explain the
results despite the blind method. In terms of attrition bias and
reporting bias, 2 studies (18, 19) failed to provide comprehensive
information on follow-up or exclusion. For reporting bias and
other bias, no study presented any obvious one. The NOS was
used to assess the quality of OS from selection, comparability, and
outcome. Both the 2 OS were of a high quality by rewarding 8 and
7 stars which were shown in Table 2.

Clinical and Angiographic Outcomes

CD and MI

Of the 3 RCTs and 2 OS, CD was observed in only 1 study (20),
with no significant difference between the DCB and stents (RR
0.33, 95% CI [0.01, 8.29], p = 0.50). MI was observed in only 1
study (18), with no significant difference between the DCB and
stents (RR 0.49, 95% CI [0.09, 2.50], p = 0.39) either. The specific
description results were presented in the Figures 4, 5.

TLR

In RCT, the results showed no significant difference between
DCB and stents in the rate of TLR (RR 0.64, 95% CI [0.19, 2.18],
p = 0.47). In OS, there was no significant difference in the rate
of TLR (RR 1.72, 95% CI [0.56, 5.26], p = 0.34) either. There was
lower heterogeneity in RCT (I> = 0, p = 0.48) and OS (I* = 0,

TABLE 1 | The characteristics of the study included.
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FIGURE 2 | Risk of bias graph review authors’ judgments about each risk of bias item presented as percentages across all included RCT.

p = 0.67). The specific description results were presented in the
Figure 6.

LLL

In RCT, the results showed no significant difference between
DCB and stents with significant heterogeneity (SMD —0.48, 95%
CI [—1.32, 0.36], p = 0.26, I* = 90%, p < 0.0001). In OS, only
1 study (21) provided the angiographic outcomes, which could
not be calculated the combined effect size (CES) and thus it was
excluded. The specific description results were presented in the
Figure 7.

MLD1

In RCT, the results showed that MLD1 in DCB group was smaller
than stent group with lower heterogeneity (SMD —0.67, 95%
CI [—0.92 —0.42], p < 0.00001, I* = 0, p = 0.70). In OS, only
1 study (21) provided the angiographic outcomes, which could
not be calculated the CES and thus it was excluded. The specific
description results were presented in the Figure 8.

MLD2

In RCT, the results showed that MLD2 in DCB group was smaller
than stent group with lower heterogeneity (SMD —0.36, 95%
CI [—0.61 —0.11], p = 0.004, I> = 0, p = 0.97). In OS, only
1 study (21) provided the angiographic outcomes, which could
not be calculated the CES and thus it was excluded. The specific
description results were presented in the Figure 9.

Subgroup and Sensitivity Analysis

Subgroup analyses were performed to evaluate the effect of type
of patient status, age, the type of DCB, and the clinical or
angiographic follow-up in TLR, LLL, and MLD. For TLR, there
was no significant difference between DCB and stents in the
subgroups. For LLL, there was still a high heterogeneity in most

subgroups though the heterogeneity was lower when the follow-
up was more than 6 months and the results showed no significant
difference. For MLD, it could be observed that MLD1 and MLD2
in DCB group were smaller in each subgroup. The detailed
description results were shown in the form below (Tables 3-6).

To explore the impact of each study on the stability of the
combined results, a sensitivity analysis was conducted using the
one-study removed approach. The heterogeneity and the CES of
TLR (RR 0.64, 95% CI [0.19, 2.18]), MLD1 (SMD —0.67, 95% CI
[—0.92 —0.42]), and MLD2 (SMD —0.36, 95% CI [—0.61 —0.11])
were not significantly changed, which indicated the results were
robust enough. We observed that the heterogeneity of LLL was
declined (I? from 90% turned to 58%) when the study of Gobic
et al. (18) was removed, whereas the CES (SMD —0.48, 95% CI
[—1.32, 0.36]) was not significantly changed.

DISCUSSION

This systematic review and meta-analysis included 3 RCTs and
2 OS following the inclusion criteria. The results indicated that
DCB presented no significant difference in CD, MI, TLR, and
LLL for de novo non-small CAD compared with stents, whereas
MLD1 and MLD2 were smaller in DCB group. We performed
the subgroup analysis, which could be observed that MLD1 and
MLD2 were also smaller. Thus, these data indicated that DCB
might provide a promising way for de novo non-small CAD.
There had been studies on the comparison between DCB
and DES or other types of stents, but their data only focused
on the small vessels or did not consider the vessel diameter
of de novo lesions. Lin et al. (22)suggested that DCB appeared
to be an interventional and stentless alternative for treating de
novo coronary lesions in large vessels, though there were still
some limitations left as described before. Thus, this systematic
review and meta-analysis were conducted to evaluate DCB vs.
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stent for treating de novo lesions in non-small vessels. Before the
implantation of DCB or stent, lesion preparation was introduced
to improve the procedure success rate and reduce late adverse
events. Balloon dilation is the most common way and has
been widely applied for lesion preparation. Patients with STEMI
would be considered adding for thrombus aspiration. However, it
remains potential complications including suboptimal dilatation,
dissections, plaque shift, elastic recoil, and vessel perforation
with high-pressure balloon inflation (24). Iwasaki et al. (21)
chose rotational atherectomy which has been demonstrated a
preferred choice in calcified lesions in both DCB and stent
group for balloon or stent delivery and expansion, as it could
reduce calcified plaque. For DCB, lesion preparation might be
more important without stent implantations due to elastic recoil
and dissections. Recently, scoring balloon has presented an
interventional tool for better plaque modification and improved
stent or balloon expansion in lesion preparation. Nonslip element
(NSE) balloon is a novel scoring balloon as used in Nishiyama
et al. (17). It is similar to cutting balloon and can partially
prevent elastic recoil and limit traumatic vascular wall injury.
According to the recent study (25), NSE balloon was proved safe
and effective in the treatment of de novo CAD combined with
DCB. The clinical outcomes including CD, MI, and TLR and the
angiographic outcomes including LLL, MLD1, and MLD2 were
brought to assess the efficacy and safety of DCB. In this study,
CD could be explained as death caused by cardiac factors and MI
was defined by the latest ESC guidelines (10). TLR was defined as
any repeat revascularization due to restenosis in treated segments
including 5mm proximally and distally. We retrospected the
included study and found the definitions of clinical outcomes
in each study met our criteria. For angiographic outcomes, both
LLL and MLD were defined and measured by QCA according to
the included study (17-19). From the eligible studies included in
this meta-analysis, only Her et al. (20) found CD events, and MI
events were found in Gobic et al. studies (18). Thus, the subgroup
analysis of CD and MI was abandoned because of studies which
is not enough. For TLR, there was no significant difference
between the DCB and stent group in RCT and OS. No significant
difference was observed in subgroup analysis either. The precise
quantification of luminal narrowing had been a challenge for
a long time before, and it was solved since percutaneous
transluminal coronary angioplasty (PTCA) by Andreas Griintzig
in 1977 was generated, which was also the greatest incentive to
the development of QCA. QCA has played an important part
in evaluating interventional techniques and assessing the results
of DCB and stents (26, 27). QCA metrics including LLL and
MLD (including MLD1 and MLD2) were chosen as angiographic
outcomes in this study. Since Her et al. (20) did not provide
angiographic outcomes, the results of OS were excluded as only 1
OS could not be calculated the CES and not convincing enough.
Thus, 3 RCTs (17-19) were included to explore the angiographic
outcomes  For MLDI, it could be observed that MLD1 was
smaller in DCB group than stent group in RCT. It presented
similar results in MLD2. The subgroup analysis showed that
both MLD1 and MLD2 were smaller in each subgroup. MLD
in this study was at postprocedural and follow-up, and it
should be considered with the preprocedural MLD together.

TABLE 2 | Study quality of OS.

Quality
score

Adequacy of

Comparability of  Assessment of Was follow up long
outcome of interest cohorts on the basis

Ascertainment Demonstration that

of exposure

Selection of the
nonexposed cohort

Year Representativeness

Author

enough for follow-up of

outcomes to occur

outcome

of the exposed

cohorts

of the design or

was not present at

cohort

analysis

the start of study

2018

Her et al. (20)

2020

Iwasaki et al. (21)
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FIGURE 5 | Meta-analysis of the effects of DCB compared with control in MI.

We retrospected the included study but failed to obtain the data
of preprocedural MLD. The reasons which were inferred might
be that the operators would be more likely to prefer stents than
DCB when the target lesions were larger or might be attributed
to the treatment allocation itself. LLL was introduced to assess
the real changes for the lesions. For LLL, it could be regarded as
a mark of unfavorable remodeling, and the mechanism might be

inferred as an increase in the plaque area (28). The results showed
no significant difference between DCB and stents with significant
heterogeneity in RCT. Although the heterogeneity was lower (I?
from 90% turned to 58%) when the follow-up was more than
6 months according to the subgroup analysis, it still remained
a moderate heterogeneity and it was not able to determine the
source of heterogeneity.
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FIGURE 8 | Meta-analysis of the effects of DCB compared with control in MLD1.

Favours [experimental] Favours [control]

As the most widely used procedure of PCI, stents are
unceasing, updating, and developing. BMS has improved
the cardiac hemodynamics though there are a series of
complications, such as in-stent restenosis (ISR). The first-
generation DES, with antiproliferative drugs such as paclitaxel or
sirolimus, was investigated and reduced the rate of ISR compared
with BMS. However, the late and very late stent thrombosis

still exists in the first-generation DES. The dual antiplatelet
therapy will also increase the risk of bleeding. To overcome
these complications, the second- or newer-generation DES has
been investigated with improved stent platforms, biocompatible,
durable, or biodegradable polymers, and newer antiproliferative
agents, even new technologies, such as ultrathin strut and
polymer-free DES, which were developed and assessed by several
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FIGURE 9 | Meta-analysis of the effects of DCB compared with control in MLD2.
TABLE 3 | The subgroup analysis of TLR. TABLE 6 | The subgroup analysis of MLD2.
Group The number RR (95% Cl) p-value ?% Group The number Mean + SD p-value 2%
of study (95% ClI) of study (95% Cl)
The type of CCAD 1 0.24[0.01,4.85] 0.35 NA  Thetypeof CCAD 1 ~0.41[-0.93,0.10]  0.12 NA
patient status STEMI 2 0.78[0.20,2.98] 0.71 patient status STEMI 2 —0.35[-0.63,—-0.06] 0.02
Age < 60 years old 2 0.78[0.20,2.98] 0.71 Age <60 years old 2 —0.35[-0.63,—-0.06] 0.02
> 60 years old 1 0.24[0.01,4.85] 0.35 NA >60 years old 1 —0.41[-0.93,0.10] 0.12 NA
The type of DCB SeQuent Please 2 0.41[0.10,1.74]  0.23 0 The type SeQuent Please 2 —0.39[-0.73,-0.05] 0.02 0
Pantera Lux 1 2.07[0.19,22.20] 0.55 NA of DCB Pantera Lux 1 —0.33[-0.69,0.03] 0.07 NA
Follow-up < 6 months 1 0.49[0.09,2.50] 0.23 NA Follow-up <6 months 1 —0.37[-0.83,0.08] 0.11 NA
> 6 months 2 0.87[0.11,6.91] 0.89 18% >6 months 2 —0.36[-0.65,—0.06] 0.02 0
TABLE 4 | The subgroup analysis of LLL.
Group The number  SMD (95% Cl)  p-value ?% ) o ) o ) o
of study (95% CI) patients at high risk of bleeding, avoiding bleeding complications.
It could also be applied in more complex lesions, such as left
The type of CCAD 1 —0.35[-0.86,0.17] 018 NA main artery lesions, bifurcation, dissection, and calcification
patient status STEMI 2 —0.55[-1.940.84 044 95%  with the help of other devices (29-31). There were also some
Age <60 years old o —055[-1.94,0.84] 044 95% limitations of DES as mentioned before, and more studies on
=60 years old 1 —035[-0.86,017] 0.18 NA  the newer-generation DES were needed to assess the efficacy
Thetype  SeQuent Please P _081[-1.72,009] 008 84%  and safety. DCB has been gradually applied in clinical, which
of DCB Pantera Lux 1 0.15[-021,051] 042 NA  consists of 3 parts: balloon, antiproliferative drug, and drug
Follow-up <6 months ] —1.27[-1.77,~0.77] <0.00001 NA carrier (coating). It attaches a layer of drug that can inhibit cell
~6 months 5 —0.48[-132,036] 079 58% proliferation on the surface of the balloon. When the balloon
expands, the drug will be fully contacted with the intima of the
coronary artery stenosis in a short time and absorbed by the
TABLE 5 | The subgroup analysis of MLD1. coronary artery tissue. With the development of research, the
Group The number  Mean & SD pvalue % technology of the drug coating, ba'llloon, and oth.er aspects' hzi've
been explored further, so as to improve the biocompatibility
of study (95% ClI) . . . L.
of balloon, the antirestenosis effect of coating optimize the
The type of CCAD 1 ~067[-119,-0.15) 001 Na  control of drug time and release rate to reduce the risk of
patient status STEMI > —0.67]-0.96,—0.38] <0.00001 0 thrombosis (11-13). In the aspect of antiproliferative drugs,
Age <60 years old 5 —0.67[-0.96,—0.38] <0.00001 O paclitaxel, as a cytotoxic drug, can block mitosis and inhibit
~60 years old ] _0.67[-119,-0.15] 001 NA the proliferation of vascular smooth muscle cells. It is also
Thetype  SeQuent Please 5 —0.76(-1.11,-0.41] <0.0001 0 highly lipophilic and spreads to the vascular wall easily when
of DCB Pantera Lux ; _057-094,-021] 0002 Na  contacting with intima, achieving the treatment of vascular

trials. Studies showed that the risk of early or late complications
was reduced in ACS and showed a better effect in patients with
diabetes. Besides, it allowed shorter dual antiplatelet therapy in

stenosis. In clinical practice, paclitaxel-coated balloon (PCB)
shows the acute surgical effect, reduces the incidence of related
complications, and has a high level of immediate technical
performance, sufficient short-term efficacy and safety (32). In
addition to paclitaxel, sirolimus and other rapamycin derivatives
as a cytotoxic drug can also be used in drug balloons, and relevant
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trials have proved that sirolimus-coated balloon is safe, with
a lower incidence of adverse events and the rate of vascular
reconstruction (33, 34).

LIMITATIONS

There are also some limitations to our study. First, the number
of studies we included is relatively small and the sample size
is not large enough, which limited the power to detect the
difference between DCB and stent group. Second, it still remains
heterogeneity in the results of LLL and the origin of heterogeneity
is still unknown though subgroup analysis was carried. It is
difficult to discuss the source of heterogeneity with quantitative
analysis such as meta-regression limited by the number of
included studies. The publication bias had not been carried
out since the studies included were less than 10. Third, some
major adverse clinical events such as stent thrombosis and
major bleeding were not added to this study because of the
limited number of studies. Besides, the specific information on
concomitant medication and risk factors were not reported in the
included studies, and thus, it could not be analyzed for further
evaluation. Finally, the difference among DCB technologies fails
to analyze since there were limited data on new-generation
sirolimus DCB. In this study, the antiproliferative drugs were
all paclitaxel though the DCB brands were different. More
RCT about new-generation sirolimus DCB are needed to be
carried out.
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