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BACKGROUND

Data on the safety of drug coated balloons
(DCB) compared to drug eluting stents (DES)
In de novo coronary lesions Is evolving.

METHODS

We searched PubMed, Cochrane and Embase
through December 2025 for RCTs comparing
DCB with DES In de novo coronary lesions. 12
RCTs were Included. Outcomes were major
bleeding and all-cause mortality. Pooled risk
ratios (RR) with 95% confidence intervals (CI)
were estimated using random-effects models,
and heterogeneity was assessed using the |2
statistic.
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Figure 1. Major bleeding

RESULTS

DCB DES Risk ratio

Study or Subgroup Events Total Events Total Weight IV, Random.t;ﬁ% Cl IV, Random, 95% CI DCB ] t d th I _ k f ]
BASKET SMALL-2 2020 6 382 14 376 163%  042(0.16,1.09 _—— _WaS assoclated wi OWET TISK -0 majOr
m 1 w2k owrpos. bleeding (RR 0.67; 95% CI 0.46-0.98; P=0.04;
REC-CAGEFREE 2024 16 1133 27 1139 389%  060[0.32,1.10] _
SELUTION De Novo 2025 20 1661 22 1662 403%  0.91[0.50,1.66 4# |2:O%, Flgure 1) C()mpared {O DES There wWas
Wang 2022 1 77 2 74 26%  048[0.04,5.19 — : - : : :

g | no significant difference In all-cause mortality
Total (Wald® 3291 3288 100.0%  0.67 [0.46,0.98 '
N " . FR— ‘ | between the two groups (RR 1.08; 95% CI

Test for overall effect: Z = 2.05 (P = 0.04)
Heterogeneity: Tau? (REML®) = 0.00; Chi*=2.20,df =4 (P =0.70); F=0%
Footnotes

*Cl calculated by Wald-type method.
*Tau® calculated by Restricted Maximum-Likelihood method.

Figure 2. All-cause mortality

001 0.1 1 10 100
Favors DCB Favors DES

0.80-1.46; P=0.61; 1°=5%,; Figure 2).

CONCLUSION

DCB DES Risk ratio Risk ratio
Study or Subgroup Events Total Events Total Weight IV, Random, 95% CI IV, Random, 95% CI
BASKET SMALL-2 2020 28 382 27 376 27.8% 1.02 [0.61, 1.70 - _ ] L
BELLO 2015 1 % 2 %2 16% 051[005,554 — Compared with DES, DCB significantly reduce
DISSOLVE SVD 2024 1 129 1 M8 12% 0.91[0.06,14.46 . _ _ _ _
Gobic 2017 13 1 37 12%  097[006,15.00 major Dbleeding, potentially making them a
Nishiyama 2016 1 30 1 30 1.2%  1.00]0.07, 15.26] + . . . . .
PICCOLETO 112023 4 102 4 101 4% 09902538 . preferable option for high bleeding risk patients
REC-CAGEFREE 2024 37 1133 23 1139 274%  162[0.97,2.70 .- _ _
RESTORE SVD 2018 1 114 1 14 12%  1.00[0.06,15.79) . with de novo coronary lesions.
REVELATION 2019 1 60 1 60  1.2%  1.00[0.06, 15.62) !
SELUTION De Novo 2025 30 1661 35 1662 30.3%  0.86[0.53,1.39 -
Wang 2022 1 77 1 74 12%  0.96[0.06,15.08 .
Yu 2021 1 82 1 79 12%  0.96[0.06,15.14 '
Total (Wald®) 3898 3882 100.0%  1.08 [0.80, 1.46] &
Total events: 107 98 |

Test for overall eftect: Z = 0.51 (P =0.61)
Heterogeneity: Tau® (REML®) = 0.02; Chi* = 3.73, df = 11 (P = 0.98); F = 5%
Footnotes

*Cl calculated by Wald-type method.
“Tau® calculated by Restricted Maximum-Likelihood method.
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