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Abstract: Objective To evaluate the multi-dimensional value of Simo Decoction Oral Liquid in the treatment of adult functional
dyspepsia (gi stagnation and food retention syndrome) through a systematic method, promote the return of proprietary Chinese
medicines to clinical value, and improve the scientific use level of proprietary Chinese medicines. Methods According to the
Guidelines for the Comprehensive Evaluation of Proprietary Chinese Medicines (Trial Version 2022), using evidence-based analysis,
pharmacoeconomics, questionnaire surveys, etc., a comprehensive evaluation of the safety, efficacy, cost-effectiveness, innovation,
suitability, accessibility, and traditional Chinese medicine characteristics (6+1 dimensions) of Simo Decoction Oral Liquid in the
treatment of adult functional dyspepsia (¢i stagnation and food retention syndrome) was conducted, and a multi-criteria decision
analysis model (MCDA) was used for comprehensive scoring. Results In terms of safety, based on comprehensive literature reports

of adverse reactions, data from the National Adverse Reaction Monitoring Center, toxicological studies, etc., it is concluded that
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Simo Decoction Oral Liquid has relatively mild adverse reactions. In terms of efficacy, Meta-analysis results show that compared
with conventional treatment, the total effective rate of Simo Decoction Oral Liquid and Simo Decoction Oral Liquid + conventional
treatment is better (P < 0.05). In terms of cost-effectiveness, compared with domperidone, Simo Decoction Oral Liquid is more cost-
effective in improving symptoms such as belching and hiccupping. In terms of innovation, there are innovations in the enterprise
service system and industry. In terms of suitability, questionnaire survey results suggest that Simo Decoction Oral Liquid has high
suitability for both medical staff and patients. In terms of accessibility, the product has a wide coverage, is reimbursable by medical
insurance, and has good sustainability. In terms of traditional Chinese medicine characteristics evaluation, the prescription of Simo
Decoction Oral Liquid comes from "Dou Zhen Jin Jing Lu", the prescription conforms to traditional Chinese medicine theory,
originates from classic prescriptions of the Ming Dynasty, and has obvious traditional Chinese medicine characteristics. Conclusion
The evaluation results of each dimension of Simo Decoction Oral Liquid and the comprehensive score of MCDA all indicate that
Simo Decoction Oral Liquid has good clinical value in the treatment of adult functional dyspepsia (gi stagnation and food retention
syndrome).

Key words: Simo Decoction Oral Liquid; functional dyspepsia; syndrome of gi stagnation and food accumulation; clinical
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Table 1 Data sources for evaluation of the "6+1" dimensions
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Experimental Control

1.1.1 VY L RBVS M H Y

XIEN2017 47 50 44 50 5.4%
RARM2016 37 38 35 38 4.3%
J IE4£2020 136 144 40 48 7.4%
JA3¢552014 27 28 26 29 3.2%
/#2018 44 46 38 46 47%
ZiR1A2016 57 60 56 60 6.9%
K i#2017 36 39 35 41 4.2%
k%2012 45 46 37 46  4.6%
542012 28 30 26 30 3.2%
%9:5:2010 81 101 74 100 9.2%
#%2005 46 49 35 49  43%
¥4k 212004 57 60 32 40 47%
Subtotal (95% CI) 691 577 62.1%
Total events 641 478

Heterogeneity: Chi? = 11.35, df =11 (P = 0.41); 1= 3%
Test for overall effect: Z = 5.05 (P < 0.00001)

1.1.2 DU VOB B R R IY VS TR EIY

{52018 45 50 37 50  4.6%
k442016 40 42 31 40  3.9%
#342012 33 35 25 35 31%
k752018 70 75 69 75 85%
#H#2015 28 30 22 30 27%
BXRA2019 25 30 22 30 27%
4K :2016 35 42 26 42  32%
4372016 86 87 74 87 91%
Subtotal (95% Cl) 391 389 37.9%
Total events 362 306

Heterogeneity: Chi? = 13.27, df =7 (P = 0.07); I?=47%
Test for overall effect: Z = 5.49 (P < 0.00001)

Total (95% Cl) 1082 966 100.0%
Total events 1003 784

Heterogeneity: Chi? = 25.89, df = 19 (P = 0.13); 12 = 27%

Test for overall effect: Z = 7.40 (P < 0.00001)

Test for subaroup differences: Chiz = 1.97. df = 1 (P = 0.16). I2 = 49.2%
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Experimental Control
211 BERHER CRBEARED 15 8#F
ZE2017 33 39 35 41 7.9%
2012 14 15 10 14 2.4%
R4k FE2004 49 56 28 35 8.0%
Subtotal (95% CI) 110 90 18.4%
Total events 96 73
Heterogeneity: Chiz = 1.93, df = 2 (P = 0.38); 12 = 0%
Test for overall effect: Z=1.16 (P = 0.24)
2.1.2 BRADGR (AWK 47280%
ZE L2017 30 34 31 35 71%
B B4£2012 15 30 16 30 3.7%
4k #2004 55 58 27 31 8.2%
Subtotal (95% CI) 122 96 19.0%
Total events 100 74
Heterogeneity: Chi? = 0.88, df = 2 (P = 0.65); 12 = 0%
Test for overall effect: Z = 0.37 (P =0.71)
2.1.3 WRRHDR G, WRNE, WD) 458
A= E 52017 21 28 23 28 5.4%
M IB2012 16 17 14 16 3.4%
M4k #2004 25 25 15 17 4.3%
Subtotal (95% CI) 70 61 13.0%
Total events 62 52
Heterogeneity: Chiz = 1.94, df = 2 (P = 0.38); 12 = 0%
Test for overall effect: Z = 0.41 (P = 0.68)
2.1.4 BERHR CRERRART, ) A BE
A EH2017 28 32 33 36 7.2%
B B4£2012 18 30 19 30 4.4%
[¥R 4k 312004 49 51 22 27 6.7%
Subtotal (95% Cl) 113 93 18.3%
Total events 95 74
Heterogeneity: Chi? = 2.97, df = 2 (P = 0.23); 12 = 33%
Test for overall effect: Z = 0.50 (P = 0.61)
2.1.5 WWRHDR (EHE, KEARY) 453808
A= E 52017 34 35 18 33 4.3%
M IB£2012 17 18 10 19 2.3%
4k #2004 19 20 8 11 2.4%
Subtotal (95% CI) 73 63 9.0%
Total events 70 36
Heterogeneity: Chiz = 1.87, df = 2 (P = 0.39); 12 = 0%
Test for overall effect: Z = 4.61 (P < 0.00001)
2.1.6 BEKHR CLBiss %%, JBIIIKIED 13 380%
A Ei##2017 38 39 29 41 6.6%
2012 21 30 4 28 1.0%
Subtotal (95% CI) 69 69 7.5%
Total events 59 33
Heterogeneity: Chi* = 11.67, df = 1 (P = 0.0006); 1> = 91%
Test for overall effect: Z = 4.74 (P < 0.00001)
2.1.7 WaRHDR CREMURD A7 8%
A= E 52017 37 38 19 36 4.5%
M IB£2012 20 27 6 28 1.4%
Subtotal (95% CI) 65 64 5.9%
Total events 57 25
Heterogeneity: Chiz = 2.70, df = 1 (P = 0.10); I = 63%
Test for overall effect: Z = 5.08 (P < 0.00001)
2.1.8 WEMRHDR OBAC, WD A78%
Z= 32017 24 31 30 33 6.8%
42012 21 30 9 30 21%
Subtotal (95% CI) 61 63 8.9%
Total events 45 39

Heterogeneity: Chi? = 14.33, df = 1 (P = 0.0002); 12 = 93%
Test for overall effect: Z = 1.50 (P = 0.13)
Total (95% CI) 683 599 100.0%
Total events 584 406

Heterogeneity: Chi? = 83.16, df = 20 (P < 0.00001); 12 = 76%

Test for overall effect: Z = 6.87 (P < 0.00001)
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0.91[0.69, 1.20]
1.08 [0.86, 1.34]
1.14 [0.94, 1.38]
1.03 [0.90, 1.18]

0.95[0.81, 1.12]
0.95 [0.64, 1.41]
1.18[0.98, 1.42]
1.03 [0.91, 1.18]

1.78 [1.30, 2.44]
1.79[1.15, 2.79]
1.31[0.90, 1.90]
1.66 [1.34, 2.05]

1.38 [1.12, 1.69]
4.90[1.92, 12.51]
1.83 [1.42, 2.34]

1.84 [1.35, 2.52]
3.46 [1.64, 7.27]
2.22 [1.63, 3.02]

0.85 [0.68, 1.06]
2.33[1.29, 4.23]
1.20 [0.94, 1.53]

1.24 [1.17, 1.32]

Test for subaroup differences: Chi? = 51.03. df = 7 (P < 0.00001). 12 = 86.3%

B3 AEEMIE Meta 3R

1

|
1

|

0.5 1
Favours [control]

Fig.3 Results of Meta-analysis for different indications
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Experimental Control Risk Ratio Risk Ratio
Study or Subgroup  Events Total Events Total Weight M-H. Fixed. 95% CI M-H. Fixed, 95% CI
/#2018 0 46 3 46 28.0% 0.14[0.01, 2.69] =
#3H1E2016 0 60 5 60 439%  0.09[0.01,1.61] L
#565:2010 0 101 3 100 28.1% 0.14[0.01, 2.70] &
Total (95% Cl) 207 206 100.0% 0.12[0.02, 0.64] ‘
Total events 0 1

Heterogeneity: Chi? = 0.06, df =2 (P = 0.97); I = 0%
Test for overall effect: Z=2.47 (P = 0.01)

0.002 0.1 1 10 500
Favours [control] Favours [experimental]

4 ARREIMetas3#4ER

Fig. 4 Results of Meta-analysis for adverse reaction

MEROREEVSEIAT for EAEEELTR

Patient or population: patients with 5 L TEEIEEETE
Settings:
Intervention: [1 & 0 BAVSHIET

Assumed risk Corresponding risk

Control =R O B iV S S i dT

lllustrative comparative risks® (95% CI)

BHEE -NEHOEAVSERET

Study population

RR1.12 1268

per 1000 928 per 1000
(BB6 to 959)

(1.07to 1.17) (12 studies) moderate”

Moderate

844 per 1000 945 per 1000
(903 to 987)

ERHE - IESHOREE-TREFVSEEERF  Study population RR1.18 730 ST
787 per 1000 928 per 1000 (1.1110 1.25) (& studies) moderate’
(873 to 983)
Moderate
737 per 1000 870 per 1000

(8180 921)

*The basis for the assumed risk (e.g. the median control group risk across studies) is provided in footnotes. The corresponding risk (and its 95% confidence interval) is based on the assumed

rizk in the comparison group and the relative effect of the intervention (and its 95% CI).

CI Confidence interval, RR: Risk ratio;

GRADE Working Group grades of evidence

High quality: Further research is very unlikely to change our confidence in the estimate of effect.

Moderate quality: Further research is likely to have an important impact on our confidence in the estimate of effect and may change the estimate.
Low guality: Further research is very likely to have an important impact on our confidence in the estimate of effect and is likely to change the estimate.

Very low quality: We are very uncertain about the estimate.

| rsyEEEREERnEN S S RARATEE S

5 GRADE RGHUELEBEHRERITN
Fig. 5 GRADE system rating of efficient outcome indicators
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Table 2 Results of cost-effectiveness analysis
i e s OO ymeme op  EAR ORERC o O
(AO)/7t FAE)/% ik
IMRIT R (R ARE  WEHIRE 349.76 94.01 3.72 302.30 9.84 30.72 CEA
21 AT 47.46 84.17 0.56
IRPRAER C EIEAE)  WUEE IR 349.76 88.01 3.97 302.30 6.99 4325 CMA
HRE e AT 47.46 81.02 0.59
IGAREIR CEJFHMK) MU Z LRI 349.76 90.20 3.88 302.30 7.90 3827 CMA
HRE EQ AL 47.46 82.30 0.58
I AREIR Gy MR, PUBSZ ORI 349.76 87.86 3.98 302.30 2.16 139.95 CMA
WX 38O A RR EZTIAL 47.46 85.70 0.55
AR (AR HE,  TUBSZ ORI 349.76 92.12 3.80 302.30 7.49 4036 CMA
PR A EZT AT 47.46 84.63 0.56
IGPRAER (A, KA WU R 349.76 96.24 3.63 302.30 38.44 7.86 CEA
ENDEEY &S EZC AL 47.46 57.80 0.82
IGARSIR COIT 5%, WUEEZ HIRIK 349.76 95.14 3.68 302.30 54.66 5.53 CMA
NNl ST PRI ES EQ AL 47.46 40.48 1.17
IGARAER CEMLEDR  TUEZ DR 349.76 95.35 3.67 302.30 59.35 5.09 CEA
(e EZTI AL 47.46 36.00 1.32
IGAER (RS HE) DU IR 349.76 74.11 4.72 302.30 —0.75 —403.07 CMA
HRE EZT AT 47.46 74.86 0.63
F3 BBEEEERER
Table 3 Basic information about respondents to the questionnaire
BEEAER /9l E /%) PR A B /B /%)
) S i 4% E23sE 101(43.2) jia|4 [ 136(84.0)
24 )5 8 3% 122(52.1) 25 2(1.2)
b 8 11(4.7) it 20012.3)
P53 5 98(41.9) HoAth 4(2.5)
ECS 136(58.1) = HhE 50(30.9)
it 234 ME 89(54.9)
HoAth 23(14.2)
53 Tt 80(49.4)
Eeqis 82(50.6)
It 162

2y fE BV A RS D 5 89.1% 32 15 A
A IAL I 2436 VR BT 24 R Ik T S P
A, 8 H 25 52 25 W e Ve A VA RE M B/ . f8
FIWE IR, 81.8% Ui H N2 B IR 2 % 41k
A G52 W L/ £ 95.3% 2 Vs # I\ N DU BE 3 11 ik
WA 22 A VR ks 3 T 5 89.6% R U7 N 9 it B
IS 26 AR FEbn , A Gy femi i M 2. g2 B
A, VY B 7 I BRAE 6 97 B FD 5 R AT B i
EEME, ZBIES N GMEERZEE.

3T PEVEAY : BRI 2 5 R 100 4y, A4 4
P ENAE 58~100 77,80 7 LA BRI F 24373 3L 134 43,
i 82.7%, LR PPN G ROV A IEH AL 1593 735 i
& W) 7 100 4, B 447 53 I BITE 30~100 47
80 73 LA b B 28455 3 131 15 1 56.0%, 7 A 1TEANY
iR NB, EEMERE 157 8N4
2.6 FIRAMIEN
2.6.1 Zjfmin g VU AR 2023 4 f8 bR
Wi 72 2 48 T A — 20, K70 48 i 1 09 20.03
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TGRS 10 mL X 8 30, AN 7l 44 3 aniig 5 4 19.83 7t
2GR 2.5 70, AV B, N HiR9T 9 H
N5 TC T RE R A HUN 105 JC , A% 3 N i B R
KVETZih = 2023 FEHHD
2.6.2 AT DYEE OIRVRAES — /IR 776
F, i % 28. 7% Rt 1 984 5K, 78 15 % 26.3%;
— R T 697 K 18 155 % 27.7%. VU B iz 11 BRE
3MEREON2286~3 071 Ji &, T RENTEAE 512
o VU BE 7 AR AE A [ 25 M (BRI IR 6D 3 H 8
£ GEIFEENTS S % 14.2%.14.3%.14.5%, 4
W% 5 E H 45%.45%.46%, I HEZ 565 1, 7] 3k 45
PR
2.6.3 AIGUAHTE DU B AR 7S R T G S
W 22 P 7N R 2 Y I B R R AL PR ATBURE L £R A
J A B AR A A A R RN AT S YN
) A 12.49%- 8.18%- 16.97% 4.51%- 7.10%
5.91%-23.55%. AR 48 VY BE 7 1 R 6B 5, HBR &
H 7155 60 mL, H 2545 B 965 H 3 7k, B e H 9% H
RIS TG, BRAh, PUEEZ DR BE R 2282, =
TR AR EL )l 70%~80% , o 4 & 4> N N & $H . i
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Fig. 6 Radar chart of comprehensive evaluation of clinical
value of Simo Decoction
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