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[ ABSTRACT] Aim To compare the efficacy and safety of bare metal stent (BMS), drug-coated balloon ( DCB)
and drug-eluting stent (DES) in coronary heart disease patients with high bleeding risk (HBR). Methods Domestic
and international electronic databases were searched to collect randomized controlled clinical trials of DCB or DES vs. BMS
in coronary heart disease patients with HBR, Meta-analysis was performed using Revman 5. 3 software. ~ The primary end-
points of this study were to compare the target lesion revascularization (TLR) rate, recurrent myocardial infarction rate,
cardiogenic mortality rate and bleeding rate of DCB and DES vs. BMS in coronary heart disease patients with HBR.  The
secondary endpoints were to indirectly compare the TLR rate, recurrent myocardial infarction rate, cardiogenic mortality
rate and bleeding rate of DCB and DES, so as to compare the clinical effect of the three. Results In coronary heart
disease patients with HBR, compared with BMS group, DCB group and DES group had lower TLR rate (RD=-0.04, 95% CI;
—-0.05 ~0.03, P<0.05), lower cardiogenic mortality rate (RD=-0.02, 95% CI. —-0.04 ~ -0. 01, P<0.05), and lower
recurrent myocardial infarction rate (RD=-0.03, 95% CI; -0.05 ~0.01, P<0.01). Compared with DES group, DCB
group had lower TLR rate (0% vs. 5.5% , RR=0.06, 95% CI. 0. 00 ~0.98, P=0.05) and recurrent myocardial infarc-

[WFmBH]  2020-04-15 [f£EIHEI] 2020-05-17

[(BE€MB] #1104 BRBEIE 4T FEIL ST H (LQISH020006) ; Wiyl 4 B 25 TAERME I H (2020KY216)

[MEE®N] KM, Bt B, FFFE 7 15 A 950 , E-mail 2 1375100541 @ qq. com, B1FEE SIS , 4, EATEIN, 2
B, W0 A S0 BF9E 5 1) A 50 , E-mail i xwzhang@ hznu. edu. cn,



800

ISSN 1007-3949 Chin J Arterioscler, Vol 29 ,No 9,2021

tion rate (0% wvs. 5.8% ,

RR=0.06, 95%CI: 0.00 ~0.93, P<0.05).

Patients in the three groups were treated with

very short dual antiplatelet therapy ( DAPT) program, and there was no significant difference in bleeding rate among the

three groups.

short-term DAPT have higher efficacy and safety than BMS.
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Figure 1. Process of literature searching and screening
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Table 1. Basic characteristics of included trials

fe% S T T R R T

Shin 28] / 2019 DCB 20 57.59.2 1 / 70 30 3 1 H 1 4E
BMS 20 61.6%9.5 0 / 60 40 3.5

Rissanen %5 DEBUT 2019 DCB 125 77.6+8.4 23 / 54 40 3.0+0.4 1H 9H
BMS 118 76.2+8.5 20 / 54 38  3.1x0.4

Krucoff 251 LFIT 2020 DES 1203 74.6+9.7 / 2.3 2.9x0.5 1A 14
BMS 1211 75.7+9.3 / 4 2.9+0.5

Varenne 251" SENIOR 2018 DES 596 81.4x4.3 100 11 34 54 3.0+0.5 1A 14
BMS 604 81.4x4.2 80 10 36 52 3.0+0.5 6 A

Garot %121 LEADERS-FREE 2017 DES 1221 75.7+9.4 237 4.7 58.5 / 3 1A 2 4
BMS 1211 75.7#£9.3 258 4 56.9 / 3

Ariotti 25 ZEUS 2016 DES 424 80.4 117 15.3  34.7 55.2 3 1A 1 4%
BMS 404 80.5 114 15.3  34.7 48.5 3

2.2 Meta DHFER 5.5% ¥ 9.4% (RD = -0.04,95% CI i -0.05 ~

2.2.1 FmpEhiEzddE 6 IWAK(n=7157) -0.03,P<0.05) fEF BMS ZH 1t BMS 415 5. 3% It

B T B 7 30 a) ¥ AR 1l iE i A & AR (R
3) PR E ROV AR | AR I 32§ #RE DCB
ZH I BMS 44°4 0% L 6. 5% (RD=-0. 06,95% CI K
-0.11 ~=0.02,P<0.05) . ¥E DES 4 It BMS 4 °H

9.3% (RD =-0.04,95% CI }4-0.05 ~ -0.03,P<
0.05), DCB 415 DES A K45 R B &L T
BMS 41,
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Figure 2. Quality assessment of included literature
DCBDES BMS Risk Difference Risk Difference
Study or Subgroup  Events Total Events Total Weight M-H, Fixed, 95% CI M-H, Fixed, 95% Cl
1.1.1DCB
Shin 2019 0 20 3 20 0.6% -015[-032 0032
Rissanen 2019 o 125 6 118 3.4% -0.05[-0.09,-0.01] —_
Suhtotal {95% CI) 145 138 4.0% -0.06[-0.11, -0.02] -
Total events a 9
Heterogeneity: Chi*=1.36, df=1 (P=0.24); F=27%
Test for overall effect: Z= 2.85 (F = 0.004)
1.1.2 DES
Krucoff 2020 82 1203 107 1211 337% -0.02[-0.04,0.00] el
Varenne 2018 10 596 35 604 16.8% -0.04[0.06,-0.02] -
Garot 2017 71212 136 1211 34.0% -0.05[-0.07,-0.03] -
Ariotti 2016 22 424 45 404 11.6% -0.06[0.10,-0.02] —_
Suhtotal {95% CI) 3444 3430 96.0% -0.04 [-0.05,-0.03] +
Total events 191 323
Heterogeneity: Chi*=4.97, df=3 (P=0.17); F= 40%
Test for overall effect: Z= 6.15 (F < 0.00001)
Total (95% CI) 3589 3568 100.0% -0.04[-0.05,-0.03] 4+
Total events 191 332

Heterogeneity: Chi*=6.83, df=5 (P =0.23); F= 2T%
Test for overall effect: Z= 6.50 {F < 0.00001)

.02 01 0 01 02
Favours [DCB/DES] Favours [BMS]

Test for subaroun differences: Chi*=1.21. df=1{(P=027. F=17.4%
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Figure 3. Meta-analysis forest map of target lesion revascularization rate
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0.7% 1 4.3% (RD = -0.04,95% CI §-0.07 ~

6.4% (RD=-0.02,95% CI 4-0.04 ~-0.00, P<
0.05) ., DCB 411 DES 4L.0FEPEFET R B E KT
BMS 4,

2.2.4 dbFER 6 WA (n=7 122)iE T PCI
I M A AR O ( 6) o e 4R [ e UM AR H
IMLRAE DCB 411 BMS 414 10. 7% . 8. 7% (RD =
0.02,95% CI ;-0.05 ~0.09,P=0.60) .{E DES #1
e BMS 2400 11.5% . 11.9% (RD =-0.00,95% CI
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DCBDES BMS Risk Difference Risk Difference
Study or Subgroup _ Events Total Events Total Weight M-H, Random. 95% CI M-H, Random, 95% CI
1.3.1DCB
Shin 2019 o 20 020 4.0% 0.00 [-0.09, 0.09] —t
Rissanen 2019 o 125 6 118 127%  -0.05[-0.09,-0.01] —
Subtotal (95% CI) 145 138 16.7%  -0.04[-0.08,.0.00] -
Total events 1] B
Heterogeneity, Tau®= 0.00; Chiz= 0.97, df= 1 (P = 0.32); F= 0%
Testfor overall effect Z= 2.14 (P = 0.03)
1.3.2 DES
Krucoff 2020 75 1203 103 1211 228%  -0.02 [0.04,-0.00] -
Varenne 2018 21 586 22 B04  22.7% -0.00 [-0.02, 0.02] -
Grot 2017 a0 1221 117 1211 221%  -0.02 [0.05,-0.00] -
Ariotti 2016 15 424 42 404 158%  -0.07 [0.10,-0.03] ——
Subtotal (95% CI) 3444 3430 83.3%  -0.03[-0.05,-0.00] L
Tatal events 201 284
Heterogeneity, Tau®= 0.00; Chiz= 11.02, df = 3 (P = 0.01); F= 73%
Testfor overall effect Z= 2.22 (P = 0.03)
Total (95% C) 3589 3568 100.0%  -0.03[-0.05,-0.01] L
Tatal events 201 290 . . . .
Heterogeneity, Tau®= 0.00; Chiz= 12,87, df = 5 (P = 0.02); = 51% IR I S a—

Testfor overall effect: 2= 2.76 (P = 0.006)

Favours [DCB/DES] Favours [BMS]

Testfor subaroun differences: Chi*= 0.50. df=1 (P = 0.48). F= 0%

E 4. BROAEILE Meta 2T RN E

Figure 4. Meta-analysis forest map

of recurrent myocardial infarction rate

DCB/MDES BMS Risk Difference Risk Difference

Study or Subgrou Events Total Events Total Weight M-H, Random, 95% CI M-H, Random, 95% CI
1.2.1DCB
Shin 2019 a 20 i] 20 3.4% 0.00 [-0.09, 0.09] -1
Rissanen 2019 1 125 6 118 11.5% -0.04 [-0.09,-0.00] /]
Subtotal (95% CI) 145 138 14.8% -0.04 [-0.07, 0.00] -
Total events 1 6
Heterogeneity: Tau®= 0.00; Chi*= 0.69, df=1 (P=0.41); F= 0%
Test for averall effect: Z=1.79 (P =0.07)
1.2.2 DES
Krueoff 2020 41 1203 61 1211 261% -0.02 [-0.03,-0.00] -
Varenne 2018 22 596 36 604 206% -0.02 [-0.05, 0.00] ™
Grot 2017 76 1221 80 1211 237% -0.00 [-0.02, 0.02] -+
Ariotti 2016 15 424 42 404 147% -0.07 [-0.10,-0.03] -
Subtotal (95% CI) 3444 3430 85.2% -0.02 [-0.04, -0.00] L 4
Total events 154 219
Heterogeneity: Tau®= 0.00; Chi*=10.45,df=3 {(P=0.02); F=71%
Test for averall effect: Z=2.25(P=0.02)
Total (95% CI) 3589 3568 100.0% -0.02 [-0.04, -0.01] L
Total events 185 225

it 2 — - == - - R = : : : :
Heterogeneity: Tau®= 0.00; Chi*=11.78, df=5 (P = 0.04); F= 58% 02 01 o o 0

Testfor overall effect: Z=2.73 (P = 0.006)
Testfor subaroun differences: Chi*= 0.26. df=1 (P = 0.61). F=0%

Favours [DCB/DES] Favours [BMS]

B 5. DIRMEIE TR Meta 2347 7R R E

Figure 5. Meta-analysis fore

st chart of cardiogenic mortality
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DCBDES BMS Risk Difference Risk Difference
Study or Subgrou Events Total Events Total Weight M-H, Fixed, 95% CI M-H, Fixed, 95% Cl
1.4.1DCB
Shin 2019 0 20 0 20 06% 0.00[0.09, 009 D
Rissanen 2019 13 102 11 106 289% 0.02[-0.06 011] -
Subtotal (95% CI) 122 126 3.5% 0.02[-0.05,0.09] ~ -
Total events 13 11

Heterogeneity: Chi*=0.19, df=1 (P=0.67); F=0%
Test for overall effect. Z=0.52 (P = 0.60)

1.4.2 DES

Krucoif 2020 85 1203 85 1211 3389% 0.00[-0.02, 002
Varenne 2018 26 596 29 604 169% -0.00[-0.03, 0032
Garot 2017 258 1221 255 1211 34.2%  0.00[-0.03,0.03]
Ariotti 2018 26 424 38 404 116% -0.03[-0.07,0.00]
Subtotal (95% CI) 3444 3430 96.5% -0.00[-0.02,0.01]
Total events 395 407

Heterogeneity: Chi*= 2.64, df=3 (P =0.45); F=0%
Testfor overall effect. Z=0.57 (P =0.57)

Total (95% CI) 3566 3556 100.0% -0.00[-0.02,0.01]
Total events 408 418

Heterogeneity: Chi*= 3.07, df=5 (P =0.69); F= 0%

Testfor averall effect Z=0.46 (F = 0.64)

Test for subaroun differences: Chi*=0.39. df=1 (P=0.53). F=0%
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Figure 6. Meta-analysis forest chart of bleeding rate
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Figure 7. Funnel plot
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