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[ ABSTRACT] Aim  To analyze the efficacy and safety of bioabsorbable polymer-coated drug-eluting stents in
patients with coronary heart disease and diabetes mellitus. Methods The study searched database both at home and
abroad, and retrieved the clinical randomized controlled trial (RCT) of comparison of bioabsorbable polymer-coated drug-e-
luting stent ( BP-DES) and durable polymer-coated drug-eluting stent ( DP-DES) in patients with coronary heart disease
and diabetes mellitus.  The efficacy and safety were evaluated by target lesion failure rate, target vessel revascularization
rate, target lesion revascularization rate and cardiogenic mortality rate. Results A total of 14 RCT were included, of
which 3 855 patients were treated with BP-DES and 2 916 patients with DP-DES, with a mean follow-up of 2. 9 years.
The overall target lesion failure rate of BP-DES versus DP-DES was 13. 5% versus 12. 8% (RR: 1.07, 95% CI. 0.88 ~
1.29, P=0.50). The overall cardiac mortality rate of BP-DES versus DP-DES was 6.2% versus 5.4% (RR: 1.10,
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95% CI; 0.90 ~1.34, P=0.35), and the overall target lesion and target vessel revascularization rates were not statistically

different.

There were no statistically significant differences in subgroup analysis according to follow-up time.

Conclu-

sion In patients with coronary heart disease and diabetes, BP-DES has a similar safety and efficacy profile to DP-DES.
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Figure 1. Flow chart of study selection

F 1. MINKEHIE R
Table 1. Basic characteristics of the included RCT

BRI A I‘iﬁiﬁgl‘lﬂ/ B Lﬂ%\ﬁ/ %f/ %?J];t)i/ mﬂéjﬁ/ u&(i/ " L{Jjgj/%
BASKET-PROVE 117 2015 2 BP-DES 161 77.0 - - - 23.6
DP-DES 127 77.0 - - - 29.1
BIOFLOW 1,1V, V™ 2019 1 BP-SES 494 71.3 88.7 81.3 20.9 26.5
DP-SES 263 74.5 86.6 82.4 26.2 31.6
BIOSCIENCE™- 2019 5 BP-SES 257 77.0 86.0 73.5 21.8 35.0
DP-EES 229 75.5 82.5 75.1 23.1 31.0
COMPARE I - 2019 5 BES 391 69.8 72.1 71.3 64.4 29.4
EES 197 71.5 71.0 74.1 59.8 27.9
I-LOVE-IT 21 2017 3 BP-SES 407 68.0 - - - -
DP-SES 191 70.0 - - - -
ISAR-TEST3 , ISAR-TEST4, BP-DES 657 73.2 80.7 70.0 14.8 31.8
LEADERS™" 2013 + DP-SES 437 73.7 78.7 69.3 15.1 35.9
NEXT!"?! 2015 3 BES 721 79.0 - - - 23.0
EES 721 79.0 - - - 23.0
SORT OUT VI 2017 3 BES 270 75.8 58.1 59.1 30.7 -
ZES 265 76.2 59.7 59.3 30.7 -
SORT OUT V[ 2018 2 BP-SES 235 77.0 77.3 79.6 28.4 -
DP-SES 236 76.3 81.3 78.8 24.1 -
SORT OUT VII™’ 2019 1 BES 262 74.0 80.2 75.2 22.0 29.4
DP-EES 250 72.0 74.0 74.8 28.4 35.6

TE =" FROR B PRI Hd)
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BP-DES

DP-DES

BIOFLOWII, IV, ¥ 2019 31 494 23 2683
BIOSCIENCE 2018 79 257 64 229
COMPARE Il 2019 75 391 32 197
SORT OUT VIl 2018 22 235 22 238
SORT OUT VIl 2019 15 262 9 250
Total (95% CI) 1639 1175
Total events 222 150

Heterogeneity: Chi*= 3.56, df=4 (P=0.47); F=0%

Test for overall effect: Z= 0.68 (P= 0.50)

B 2. BmEFMHE
Figure 2. Risk of bias graph
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Figure 3. Forest plot of Meta-analysis of target failure
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Heterogeneity: Chi*=1.66, df= 2 (P=0.44); F=0%
Testfor overall effect. Z= 0.21 (P=0.84)
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Heterogeneity: Chi*=5.13, df=8 (P=0.74); F=0%
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Test for subaroun differences: Chi®= 0.20. df= 2 (P= 0.90). F= 0%

Figure 4. Forest plot of Meta-analysis of target lesion
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Study or Subgroup

AFIE
BASKET-PROVE Il 2015
BIOFLOW I, IV, V 2019
SORT OUT VI 2018
SORTOUTWVIIl 2019
Subtotal (95% CI)

Total events

8 161 10 127 6.0%

14 494 6 263 42%
12 235 20 236 10.7%
15 262 9 250 4.9%

1152 876 25.8%
43 45

Heterogensity: Chi*= 4.24, df= 3 (P=0.24); F= 29%
Test for overall effect: Z=0.51 {P=0.61)

34

NEXT 2015
Subtotal (95% Cl)
Total events

64 21 64 721 343%
721 721 34.3%
64 64

Heterageneity: Not applicable
Test for overall effect: Z=0.00 {P=1.00)

T3
BIOSCIENCE 2019
COMPARE 11 2019
Subtotal (95% CI)
Total events

42 257 44 229 249%
56 391 21197 15.0%

648 426 39.9%
93 65

Heterogeneity: Chi*=2.18, df=1 (P=0.14); F=54%
Testfor overall effect: Z=0.23 (P=0.82)

Total (95% CI)
Total events

2521 2023 100.0%
21 174

Heterogeneity. Chi®= 6.70, df= 6 (P=0.35); F= 10%
Testfor overall effect: Z=0.11 (P=0.91)
Testfor subaroun differences: Chi*= 0.30. df= 2 (P= 0.86). F= 0%

2.2.2  mAMNSN
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Figure 5. Forest plot of Meta-analysis of target vessel revascularization
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BP-DES DP-DES Risk Ratio Risk Ratio
Study or Subgroup Events Total Events Total Weight M-H, Fixed, 95% Cl M-H, Fixed, 95% CI
PFIE
BASKET-PROVE Il 2015 5 161 1 127 0.7% 3.94[0.47, 33.34] —
BIOFLOW I, IV, ¥ 2019 2 494 4 263 31% 0.27 [0.05, 1.44] I
SORT OUT VIl 2018 9 235 7 236 42% 1.29[0.49, 3.41] I I
SORT OUT VIl 2019 5 262 3 250 1.8% 1.59[0.38, 6.58] —
Subtotal (95% CI) 1152 876 9.8% 1.20 [0.63, 2.28] <l
Total events 21 15
Heterogeneity: Chi*=4.41, df=3 (P=0.22), F= 32%
Test for averall effect: Z= 0.56 (P=0.57)
3
NEXT 2015 28 I 23 721 137% 1.22[0.71,2.09] -
SORT OUT VI 2017 15 270 13 265 7.8% 1.13[0.55,2.33] -1
Subtotal (95% Cl) 991 986 21.5%  1.19[0.77, 1.83] -
Total events 43 36
Heterogeneity: Chi*= 0.02, df= 1 (P= 0.88); F= 0%
Testfor overall effect: Z=0.77 (P=0.44)
T3
BIOSCIENCE 2018 35 257 21229 13.2% 1.49[0.89, 2.48] T
COMPARE 11 2019 28 3 14 197 11.1% 1.01 [0.54,1.87] I
ISAR-TEST3, ISAR-TEST4, LEADERS 2013 88 657 62 437 44.4% 0.94[0.70,1.28] ‘:
Subtotal (95% CI) 1305 863 68.7% 1.06 [0.83, 1.34]
Total events 151 97
Heterogeneity: Chi*= 2.26, df=2 (P=0.32); F=12%
Test for overall effect: Z= 0.47 (P= 0.64)
Total (95% CI) 3448 2725 100.0% 1.10 [0.90, 1.34] L 2
Total events 215 148
Heterogeneity: Chi*= 6.97, df=8 (P=0.54); F=0% UI_IJZ 0f1 1-0 5-0

Test for overall effect: Z=0.94 (P=0.35)
Test for subaroun differences: Chi*= 0.29. df= 2 (P=0.87). F=0%

Favours [BP-DES] Favours [DP-DES]

B 6. (RS T AR E

Figure 6. Forest plot of Meta-analysis of cardiogenic death
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