- 1878« PER 20244E3 8 B55% B 6 Chinese Traditional and Herbal Drugs 2024 March Vol. 55 No. 6

/

HF MCDA BBMESHSHAB S E DM B0 N8
e

IHHR, SRR, ®FI
REFFERA RS IR ImRZHF G, KEE 300151

W E: BN IMEESHEARAREY EC iGT8O /138 (chronic heart failure, CHF) a5 XK, 85
SEPRIGIR 2. A% WREUEE P S 08 S A AV E B 4ivbIHYE Y CHF BIFENLY BR 7T (randomized controlled
trials, RCTs), RrZIFIEZE 2023 457 A 1 H. RIBAHARAETRIE TR, R J7 20 B VD Fe B i 4w b 38 3 B 20
MBS AWM MW ERH, FIFH RevMan 5.3 BAF&IF 300G M Ta b, WEEET ZHENRFE ST (multi-criteria decision
analysis, MCDA) AP R FIF Hiview 3 AR RS 55 S0 A VD PE BT 4GV HIRTT CHF A SR K
WO B s R B, SR SR RIS MR TR 45 R, B UM T I TE T S R Fa e M. R BRAYIAN 6 T
RCTs. MCDA BEBIPHNEE R EIR, S—RAAR AL A XA = 4331 o5 L 78% 1 22% 0, SV FE L4 i 5B S 55
A ALK RS MBS A 31 A 63, ZERF RIS ARG ZE 32 [95% CL(—48,-17)], TP & RIRE R L. %t KS
AT M A T PE B M AP R T CHF BUR AT AR %, LAeMERIT: T MCDA BB T RS AWM WG I E
U 43R T CHF MRS TP AR R, N s 2 I R BN F Hh P8 25 6 G VR 9T B SR Bt 2B 1K AR

KRR 1BM O I RSEAMA: WECMSIE, ZHNRESN KT

HESZES: R285.64 XERFRERD: A XEHS: 0253 - 2670(2024)06 - 1878 - 06

DOI: 10.7501/j.issn.0253-2670.2024.06.010

Benefit-risk evaluation of Qishen Yiqi Dropping Pills combined with sacubitril
valsartan in treatment of chronic heart failure based on MCDA model
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Clinical Pharmacology Center, the Second Affiliated Hospital of Tianjin University of Traditional Chinese Medicine, Tianjin
300151, China

Abstract: Objective To evaluate the benefits and risks of Qishen Yiqi Dropping Pills (182 %5514 #1.) combined with sacubitril valsartan
in the treatment of chronic heart failure (CHF), and guide the rational use of medicine in actual clinical practice. Methods Randomized
controlled trials (RCTs) on QishenYiqi Dropping Pills combined with sacubitril valsartan in the treatment of CHF were searched from
multiple databases and the search deadline was July 1, 2023. According to the inclusion and exclusion criteria, the literature was screened
and divided into the control group with sacubitril valsartan alone and the observation group with Qishen Yiqi Dropping Pills in combination.
RevMan 5.3 was used to merge the data to obtain the benefit-risk indicators. The evaluation system based on multi-criteria decision analysis
(MCDA) model was constructed. The benefit value, risk value, and benefit-risk value associated with the use of Qishen Yiqi Dropping
Pills combined with sacubitril valsartan in the treatment of CHF were calculated by using Hiview 3. The Monte Carlo simulation was used
to optimize the obtained results, and the stability was verified by sensitivity analysis. Results ~Six RCTs were finally included. The MCDA
model evaluation showed that when the benefit and risk weights of the primary indicators of the two regimens were 78% and 22%,
respectively, the total benefit-risk values of sacubitril valsartan alone and in combination with Qishen Yiqi Dropping Pills were 31 and 63,
with a difference of —32 [95% CI (—48, —17)], and the opposite result did not occur after Monte Carlo simulation. The evaluation result

was stable. Conclusion The efficacy and safety of Qishen Yiqi Dropping Pills combined with sacubitril valsartan in the treatment of CHF
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were remarkable. Based on the MCDA model, this study established the benefit-risk evaluation system of Qishen Yiqi Dropping Pills

combined with sacubitril valsartan in the treatment of CHF, which provided a reference for decision makers to rationally use the

combination of Chinese and western medicine in the treatment of diseases.
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Table 1 Basic information of included literature

PN SRR 54713 E/C o B2 24 WS 2 JTE 4 Rfa by
BRFEESE BEHL 42/42  CERIIRIT WP EER MR MRA+RSHSEL 4H 0 0@
i f203 BEHL 39/39  HHAIT D EEEBGIE  HRA+ESEAEL 3N 000®
RN BENLETRYE 1607160 HRUAIT HPEE M IHE HRA+ESHESHENL 6 MH 02006
AR biE I GRS 3030 CHEREUAIT HVEE A WIRHHRSHESAFHML 3N O®
MOCELENS  BENIBCE RS 3232 WALATT HEE A HRAFESHAEL 340N 6
TLZEAENT) BEHLE 42/42  CERIRIT WP EER MY MRA+ RS HESEL 34NN O

E-Wged; C-HffRdl: 4iJRfkbs: OLVEF; @LVESD; GLVEDD; @4EiFEit; O RKMAKESR.
E-observation group; C-control group; Outcome indicators: (DLVEF; @LVESD; G®LVEDD; @quality of life; ®incidence of adverse reactions.

F2 BREFMBKAHE 2 MARMNNE. NEERSHE

Table 2 Combined results of benefit and risk indicators of two regimens

B B B X B AH M EZH
— G fabr =0 7 - -
RCT/H &4 5 (MD/RR[95% CI], P{H) RCT/H &34 5% (MD/RR [95% CI], P1{H)

MfEtr  LVEF 5 7.20[4.67,9.74], P<<0.00001 5 11.63 [8.36, 14.90], P<<0.000 01

LVESD 3 —6.24[-8.38,-4.10], P<<0.000 1 3 —13.18[-19.92, -6.44], P<<0.000 01

LVEDD 2 -5.83[-7.16,-4.51], P=0.09 2 —13.85[-24.11,-3.59], P<<0.00001

AR R 3 —18.90[-34.61,-3.20], P<<0.00001 3  —31.86[-46.94,-16.78], P<<0.00001
KB HElE A RRMRAZR 2 0.06[0.01,0.09], P=0.69 2 0.07[0.00,0.10], P=0.27

&3 2MAEIATT CHF ¥z, KKEIEHNE. RIUE R4 B KEIERAENINER 2 MR,

MREE K&
Table 3 Weight of benefit and risk index and optimal and Table 4 Relative weight of each index and benefit and risk
worst value for two regimens value of two regimens
g dElr WE% QR BE% RIUE REE - R BOXUR B
fibr WY ———————— HXBE%

Mt 78  LVEF 100 15 4 XERZE g4
LVESD 80 -20 —4 LVEF 100 29 69 24.4
LVEDD 80 =25 -3 LVESD 80 14 57 19.5
ERC 60 47 3 LVEDD 80 13 49 19.5
2N 22 ARRRIEER 100 0 0.1 LR 60 36 66 14.6
AN BN R AR 100 60 70 22,0
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(£ 4), Bai AR A 3. SR RE BT EAl RIS 27 EN-10 [95% CT(-45,17)], HILH

5500 g 2H %k X S ML PR 22 S L 4 FD P B8 S50 0 3H A RS/ T B 2 2l U AL
AV ERMADE G4 SRHRS RN 20.52%.
AL OREAD IGEEE A8 23 A 61, 8 AL YD P B it 70 15 5 LR I 2 2 R R

M EERR IR, 2 MO RBGHE M ZE R A-38  RGEE R EE S A 31 H 63, JHid SRR g
[95% CI(-55, 20)], AEES, MASHIRZE  Bh 2 M7 580 KR S 1) 2 78 832 [95% CI
1B 45 AR S L o (48, -17)], NEEHEEF A, WAES H BT X &
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Fig. 3 Total benefit-risk value of two regimens (control group and observation group)
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Fig. 4 Monte Carlo simulation of overall difference 95% CI in benefit-risk between two regimens
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Fig. 5 Benefit-risk sensitivity analysis of two regimens
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