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Meta-analysis of the clinical efficacy and safety of Jianwei xiaoshi oral liquid in the treatment of functional
dyspepsia in children

RONG Ping"*, PAN Guiyun’, WEI Juan"?, LI Tengda'*, ZHANG Xilian"* (1. Dept. of Pediatrics, the First
Affiliated Hospital of Tianjin University of Traditional Chinese Medicine, Tianjin 300381, China; 2. National
Clinical Research Center for Chinese Medicine Acupuncture and Moxibustion, Tianjin 300381, China; 3. Dept.
of Traditional Chinese Medicine, Dezhou Hospital, Qilu Hospital of Shandong University, Shandong Dezhou
253000, China)

ABSTRACT OBJECTIVE To evaluate the clinical efficacy and safety of Jianwei xiaoshi oral liquid in the treatment of functional
dyspepsia (FD) in children, and provide evidence-based basis for clinical use of the drug. METHODS Retrieved from CNKI,
VIP, Wanfang, CBM, Cochrane Library and PubMed, randomized controlled trials (RCTs) about Jianwei xiaoshi oral liquid in the
treatment of FD in children were collected from the inception to Apr. 2024. The control group was treated with conventional western
drugs (including gastrointestinal motion-promoting, antacids or acid-suppressing drugs) , and the trial group was treated with
Jianwei xiaoshi oral liquid alone or combined with conventional Western drugs (drug dosage and course of treatment were the same
as the control group). Meta-analysis was performed using RevMan 5.3 software after quality evaluation with the Cochrane risk bias
assessment tool 6.1. RESULTS Totally 16 literature were employed which included 1 962 patients. The results of meta-analysis
showed that the total clinical effective rate of Jianwei xiaoxi oral liquid in the treatment of FD in children of trial group was
significantly higher than that of the control group [RR=1.18, 95%CI (1.13, 1.22), P<<0.000 01]. In this study, subgroup analysis
was conducted on the usage and dosage, course of treatment, and combination or not in trial group, as well as the type of
conventional Western drugs. The results showed that the total clinical effective rate of trial group was significantly higher than that
of control group; the relief time of abdominal distension and abdominal pain in trial group [MD=—2.54, 95%CI ( —3.10,
—1.98)], loss of appetite relief time [MD=—2.12, 95%CI (—2.63, —1.61)], nausea and vomiting relief time [MD=—1.70,
95%CI (—2.27, —1.14)], and belching relief time [MD=—1.61, 95%CI (—2.44, —0.78)] were shorter than that of the control

group significantly (P<<0.05). In addition, compared with

AESTE 51 E 248 5 o 5 AR %22 % % 5595 H (No. [ i control group, the levels of gastrin [SMD=1.63, 95%CI

[z:zj_}\ﬁlﬁ[2021]20477) (0.98, 229)] and motilin [SMDZZ.OG, 95%CI (1.58, 254)]
* E—EE EATEN, W, WFFE 71 AN LIS K8 U . as well as gastric antral emptying rate [MD=5.99, 95%CI
E-mail: erke2007@163.com (2.78, 9.21)] in trial group were increased significantly, while
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the level of somatostatin was decreased significantly [SMD=—1.30, 95%CI ( —1.57, —1.02)] (P<0.000 3). CONCLUSIONS

Jianwei xiaoshi oral liquid, whether used alone or in combination with other medications, and regardless of the treatment course or

dosage and usage, is effective in treating FD in children, with good safety.

KEYWORDS Jianwei xiaoshi oral liquid; functional dyspepsia; children; postprandial discomfort syndrome; upper abdominal

pain syndrome
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Test for overall effect Z= 5.23 (P < 0.00001)
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Test for overall effect: Z= 3.51 (P = 0.0005)
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Testfor overall effect Z= 5.86 (P < 0.00001)
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Total (95% CI) 845 845

Events Total Events Total Weight M-H, Fixed, 95% Cl

Risk Ratio Risk Ratio P f Ut R Mean Difference Mean Difference
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264%  1.14[1.04,1.26] —- HE 2016 26 06 B0 45 08 60 65% -2.10(237,-183) -~
157%  1.16[1.03,1.31) —— EipH 2022 301 056 B0 560 078 60 66% -268[2.02,-2.44] -
9.4%  1.23[1.01,1.51) — WEFE 2018 276 036 55 48 067 55 67% -2.04[2.24,-1.84] -
a4%  1.23(1.01.151) 636 127 21 879 1.3¢ 21 47% -243(322,-164
73.9% 1.18[1.11, 1.25] L 2 Subtotal (95% CI) 256 256 31.2% -2.54[-3.10,-1.98] -
Heterogeneity: Tau=0,37; Chit= 81,06, df = 4 (P < 0,00001); F= 95%
Testfor overall effect Z= 8.6 (P < 0.00001)
3.1.2 AR
@i 2022 668 056 60 949 071 60 66% -281(3.04-255  —
16.0%  1.1601.04,1.29) —— BRDIE 2016 25 05 60 46 08 60 66% -2.10F234,-1.86) -
101%  125(104 150] N T 2022 498 108 60 623 12 60 62% -1.25(1.66-0.84] —
1% 1.19[1.08, 1. > BESE 2019 226 042 55 45 068 6.7%  -2.24 [245,-2.03] -~
261 11911.08,1.32) Subtotal (95% CI) 235 235 26.4% -2.12[-2.63,-161] >
Heterogenaity: Tau*= 0,25 ChF = 47.36, df = 3 (P < 0.00001); F= 84%
Testfor overall effect 7= 8.19 (P < 0.00001)
3.1.3 IRt
100.0%  1.18[1.12,1.25 *
{ ! 3pbHs 2016 24 05 60 43 05 60 67% -1.80F208,-1.72) -
FiEg 2022 292 045 60 399 075 60 67% -1.07[1.29,-0.85] -
05 07 15 2 WEFE 2019 223 037 55 447 053 56  6.8% -224[2.41,-207] -
Favours experimental Favours control 2020 614 137 21 768 125 21 47% -154(233,-0.75) —_—
Subtotal (95% CI) 196 196 249% -170[2.27,-1.14] >
= 1y = Heterogeneity. Tau"= 0.29; Chi*= 68.53,df = 3 (P < 0.00001); F'= 96%
AR IR A Testfor overall effect Z= 5,93 (P < 0.00001)
Risk Ratio Risk Ratio 344 SHA
M-H, Fixed, 95% C| 24E 2016 26 07 B0 46 08 60 66% -2.00(227,-1.73 -
g 2022 349 082 B0 439 103 60 6.4% -0.00[1.23,-057] -
76%  1.16[1.04,1.29) SiEA 2020 627 114 21 827 135 21 49% -200[2.76,-1 —
48%  1.22[1.01,1.47) — Subtotal (95% CI) 141 141 178% -161[2.44,.0. -
48%  1.25[1.04,1.50) — Heterogensity. Tau*= 0.48; Chi*= 26.53, df = 2 (P < 0.00001); F= 92%
8.8%  1.22[1.06,1.41) - Testfor overall effect Z=3.81 (P = 0.0001)
49%  1.18[1.00,1.40) —
19.0%  1.11[1.03,1.20] —— Total (95% CI) 828 100.0% -2.05[-2.36,-175] *
49.8%  1.47[1.11,1.23] * Heterogeneity: Tau"= 0.35; Chi = 324.92, uv 15 (P < 0.00001); F= 85% i . I —
Testfor overall effect: Z=13.14 (P < 0.00001)
Testfor subaroun differences: Chi*= 51, df= 3 (F = 0.14). = 45.6% Favours experimental. Favours control
PR S 4T i **
E5 BAIAERZZ R AT E] B Meta 53 #T 7R AR E
61%  1.20(1.03,1.38) —_—
92%  1.21[1.03,1.43) —_—
61%  1.22[1.05,1.42) B % JIER) i F
125%  1.14[1.04,1.26] 2.4.4 H lé £
7.4%  1.16[1.03,131) -
45%  1.23[1.01,151] — ﬁﬁ k)£ o 15'17'20'22'24‘26]ﬁ/‘ \’;J:[?x BT A e = JL =R
45%  1.23[1.01,151) — N 7 an JE {III T )a f%i H /’ »
50.2%  1.19[1.13, 1.26] < AN
S/
K 944 I IL. S RVERIR AT B, 1 =95%,
eIE) SR PERER TR AT
1000%  1.18[1.13,1.22] * P<<0.000 01, %’E}FJLIE L N 1A

Total events 793 673
Heterogeneity: Chi*= 4.46, df=12 (P = 0.97), F=0%
Test for overall effect Z= 8.47 (P < 0.00001)

Testfor subaroun differences: Chi*= 0.24. df= 1 (P = 0.63). F= 0%

05 07 15
Favours experimental Favours control

B. AR 257

nt-luﬂl il

Study o ubgroup o ota
22.1 WL

{3888 2022 59 60 51 60
B 2022 49 51 41 51
S 2015 39 42 32 42
IR 2018 75 89 62 89
3m 2022 50 52 4 52
3K 2019 9 100 24 100
3K 2016 58 60 50 60
$HEA 2023 40 42 32 42
EHg 2017 39 4 3 4
BT 2018 142 150 128 150
Subtotal (95% CI) 687 687
Total events 647 554

10.9%
6.3%
38%
5.0%
5.9%

15.2%
9.0%
41%
4.9%

231%

88.3%

Heterogeneity: Tau®= 0.00; Ch*= 3.32, df= 8 (P = 0.95); F= 0%

Testfor overall effect Z=7.43 (P < 0.00001)

2.2.2 M

Fik 2014 37 40 30 40
Fi%i® 2021 39 41 33 41
i ihih 2014 37 40 3 40
Subtotal (95% CI) 121 121
Total events

34%
4.9%
3.4%
11.7%

Heterogeneity: Tau®=0 DD ChP 015 df= Z (P=093),F=0%

Testfor overall effect Z= 3.50 (P = 0.0005)

Total (95% CI)
Total events

808

Heterogeneity: Tau®= EIDD Ch\’ 4.06, df 12(F 0.98), F=0%

Testfor overall effect Z=8.18 (P = 0.00001)

Testfor subaroun differences: Chi*= 0.56. df=1 (P = 0.46). *= 0%

Eca] e
Study or Subgrou s Total nts
2.4.1 B F BN
WIS 2022 49 51 41 51
AEAE 2015 3@ 42 32 42
ST 2019 75 29 62 29
Sk 2019 96 100 84 100
2k/4E 2016 58 B0 50 60
Fikg 2017 72 718 sa 78
Subtotal (95% CI) 420 420
Total events 389 328
Heterogeneify: Chi*=1.02, df= 5 (P = 0.96); F=0%
Test for overall effect Z= 5.88 (P < 0.00001)
2.4.2 MIETRHE
Efk 2014 a7 40 30 40
F216ME 2014 37 40 30 40
Subtotal (95% CI) 80 80
Total events 74 60

Heterogeneity Chi*=0.00, df=1 (P =1.00); F=0%
Test for overall effect Z= 2.91 (P =0.004)

2.4.3 iR £ 02 F Bash 8
3 2022 50 52 a1 52

%A 2023 40 42 32 42
Subtotal (95% CI) 94 9
Total events 90 73

Heterogeneity: Chi*=0.04, df=1 (P = 0.84); F= 0%
Testfor overall effect Z= 352 (P = 0.0004)

Total (95% CI) 594

Total events 553 481
Heterogeneity. Chi®=1.79, df= 9 (P = 0.99), F=0%
Test for overall effect Z= 7 41 (P < 0.00001)

594

Testfor subaroun differences: Chi*=052. df=2 (P =077 F=0%

808 100.0%

Rlsk Ratio

1.16[1.04,1.29]
1.20 [1.03,1.38)
1.22[1.01,1.47)
1.21[1.03,1.43]
1.22[1.05,1.42)
1.14[1.04,1.26]
1.16[1.03,1.31)
1.25[1.04,1.50)
1.18[1.00,1.40]
1.41[1.03,1.20)
1.16[1.12,1.21]

of

1.23[1.01,1.51)
1.18[1.00,1.40]
1.23[1.01,1.51]
1.21[1.09, 1.35]

117[1.12,1.21]

2

05 15
Favours experimental Favours control

2

EIEG HIZY
Risk Ratio Risk Ratio
-H, Fixed, 95% C| M-H, Fixed, 95% C1

8.9% 1.20[1.03,1.38]

6.9%  1.22[1.01,1.47] | m—
13.4%  1.21[1.03,1.43) —
18.2%  1.14[1.04,1.26] —
108%  1.16[1.03,1.31] —
128%  1.22[1.06,1.41) —
714%  1.19[1.12,1.26] *

65%  1.23[1.01,151] —
65%  1.23[1.01,151) —
13.0%  1.23[1.07,1.42] -
89%  1.22[1.051.43) e
6.9%  1.25[1.04,1.50] —_—
158%  1.23[1.10,1.39] A

100.0%  1.20[1.14, 1.26] *
05 07 15 2

Favours experimental Favours control

D. A[a]H LG 24528531
B4 HIFHZBRER Meta 317K E

TEZD 202544 36 45

73

95 S it R B — SR SCER ), S B TC i 2 AR A, T
HH Meta 43 BT 1) 25 S RMEE , 0 R P il ATL 400 I A 760 0 £
Meta 73471 . 5 ow , 5% ALAR L, e 4] s 1
WERIKFI R, 250591 % 2 X [SMD=1.63,
95%C1(0.98,2.29) ,P<<0.000 01].

ey 5t IS RGE TR IR BLE B R
KA, 704 BB . SRR AT BN, 1P =85%,
P<<0.000 L%E?ﬁl‘ﬂ]ﬁﬁﬁiﬁjt K BRI 23 BAG 6
SR, R IE—SIBESCHR G , S TG AR A, R
Meta 73 Hr 1) 45 SR i, R FH BE ML AN AT 3464 T Meta
SAT. SRR, SXTRRAM L, R HBENE HER
KB A, 2R A FIH R X [SMD=2.06, 95%CI
(1.58,2.54),P<<0.000 017,

A 2 /R A T IR YT e LA R M FE K
Sk 240 BB L. SRR 8T R, IF=0, P=
0.85, AfF 7% [H] AN HL AT S5 5 1, SR P [ e 2050 oy A6 74 F
Meta 53 #7 . 455 R, 5% B0 A0 L, Lﬁ%éﬂﬁifﬂﬁ
AR IR B RRAL, 22 7 B A S 1228 L [SMD=
—1.30,95%CI(—1.57,—1.02),P<<0.000 01].

% B K Meta 23 BT 2R KK LK 6,

EE 50 g

A 2R ARE TIRYT R BILAEE S 30,60,
90 min I B SEHEZS R, A 334 4] F L, SRS I Hr
R, I"=97%,P<<0.000 01, &-HFF% 6] S P8, kR
FHBENLN BR85S o, 5 X I AH He X5
T BRSNS E S R 2R A A
4112 L [MD=5.99, 95%CI (2.78, 9.21) , P=0.000
31, WE 7,

245
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k3l L Std. Mean Difference Std. Mean Difference
Study or Subgroup _ Mean __SD Total Mean _ SD Total Weight IV, Random, 95% CI IV, Random, 95% CI
{188 2022 12462 1033 60 9046 838 60 136% 360([3.01,4.18) -
Wi 2022 22665 2056 51 18065 1989 51 14.0% 2.26[1.76,2.76] -
SRAE 2015 1783 256 42 1592 238 42 142% 077[0.32,1.21] -
IR 2019 196.21 3212 89 17254 2938 89 147% 0.77[0.46,1.07) -
3o 2022 18363 17.02 52 15885 1622 52 143% 1.48[1.04,1.92) -
kiim 2019 22841 2542 100 18341 2045 100 14.6% 1.84[1.61,2.28) -
Fkg 2017 19564 3527 78 16984 3125 78 147% 0.77[0.44,1.10 -
Total (95% CI) a7z 472 100.0% 1.63[0.98, 2.29] >
Heterogeneity: Tau®= 0.73; Chi*= 114.30, df= 6 (P < 0.00001); F= 95% s —

4 2 2 4
Testfor overall effect: Z= 4.89 (P < 0.00001) Favours experimental Favours control

A BWE

kg Bty Std. Mean Difference Std. Mean Difference
Study or Subgroup __Mean _SD Total Mean _ SD Total Weight IV, Random, 95% CI 1V, Random, 95% C1
{188 2022 20618 1715 60 17713 1603 60 201% 1.74[1.32,216) -
WS 2022 13502 1352 51 10032 1203 51 183% 269(215,323 -
AR 2019 346.37 4271 89 26742 4167 89 21.1% 1.86(151,2.22) -
3o 2022 27896 2843 52 24025 2563 52 19.9% 1.42[0.99,1.85] -
3k 2019 13441 1414 100 10156 1021 100 20.7% 265(2.27,3.04) -
Total (95% CI) 352 352 100.0%

2.06[1.58, 2.54] *
Heterogeneity: Tau®= 0.25; Chi*= 26.34, df= 4 (P < 0.0001); F= 85% —

e 4 2 7 4
Testfor overall effect: 2= 8.42 (P « 0.00001) Favours experimental Favours control

B.Hsh&

iR3aA S Std. Mean Difference Std. Mean Difference

Study or Subaroup _Mean _SD_Total Mean _SD_Total Weight 1V, Fixed, 95% CI 1V, Fixed, 95% CI
A 2015 172 28 42 211 3 42 346%  -1.33(1.81,-0.86) —-—

Fikg 2017 2143 416 78 27.38 507 78 654%  -1.28[1.62,-0.93) -

Total (95% CI) 120 120 100.0%  -1.30[-157,-1.02] <*
Heterogeneity: Chi*= 0.03, df= 1 (P = 0.85); F= 0%

= -2 -1 1 2
Test for overall effect Z= 9.10 (P < 0.00001) Favours experimental Favours control

CERIE
6 EBMEMZEKTR Meta B HTARMNE

2 73 & CORGAL Al Mean Difference Mean Difference

Study or Subgroup _ Mean __SD _Total Mean SD_Total Weight IV, Random, 95% CI IV, Random, 95% CI
7.1.130min

AT 2019 1235 374 89 1088 294 89 17.0%  1.67(0.68,266] -

Fk8) 2017 1426 291 78 1079 183 78 17.4%  347(271,4.23) N
Subtotal (95% CI) 167 167 34.0%  2.60[0.84,4.36] *
Heterogeneity. Tau?= 1.42; Chi*= 7.98, df= 1 (P = 0.005); = 87%

Testfor overall effect Z= 2.89 (P = 0.004)

7.1.2 60min

AT 2019 2257 485 89 1852 407 83 168%  4.05(273,537) -

EikE 2017 3826 683 78 2579 537 78 162% 1247[10.54,14.40) —
Subtotal (95% CI) 167 167 33.0% 8.23[-0.02,16.48] [
Heterogeneity: Tau*= 34.74; Chi*= 49.99, df=1 (P < 0.00001); = 98%

Testfor overall effect Z=1.95 (P = 0.05)

7.1.3 90min

ST 2019 2812 638 89 2583 557 89 164%  249(073,4.29) -

K8} 2017 3075 642 78 1864 309 78 166% 12.11(1053,1369) -
Subtotal (95% CI) 167 167 33.0% 7.31[-2.12,16.74] —eeiE—
Heterogeneity: Tau"= 45.54; Ch"= 63.53, df= 1 (P < 0.00001); = 98%

Test for overall effect Z=1.52 (P=0.13)

Total (95% CI) 501 501 100.0%  599[2.78,9.21] >
Heterogeneity: Tau®= 15.60; Chi*= 198.45, df= § (P < 0.00001); F= 97% T T e S Y

Testfor overall effect Z= 3.65 (P = 0.0003)
Testfor subaroun differences: Chi*= 2.54.df=2 (P = 0.28). F= 21.4%

B7 &AEESRESEHEZEN Meta 2T 7R KE

2.4.6 AR AN

TRUSZH TP B R R4S 33 461, W HRZH rh oA B i
53241, H AR SCE AR ] — L 8 2 Fhak 2
FhPL BRI RN . Meta 208145 R s 5SS AE
S (IP=13%,P=0.05) , R FH [ 5 5500 A58 gk 47
M. FTAEREAR B A IS RR {E K 95%C1 4 0.93
(0.59,1.46) , ZZJEAL T rh MRy 220 . 28 Zka 9 3,
PRI A R R =2 [B] AN R & AR A 1 22 % e 4e it
22 L(P>0.05) , Uh BIFE # HLTT 1 36 b 15¢ R {8 75 9
B ORI SHME LA R B AL . AR
KRS L) Meta 20T BRARIE LI 8.

Favours experimental Favours control

{2 7 A R e Risk Ratio Risk Ratio
Study or Subgroup Events Total Events Total Weight M.-H.Fixed, 95% CI M-H, Fixed, 95% CI
{Fi82% 2022 2 60 1 60 29% 200(0.19,21.47) —
RS 2022 4 51 2 5 57% 2.00(0.38,10.44] ]
a4 2015 2 42 0 42 1.4% 500[0.25,101.11] —_—
FAIEE 2019 2 89 4 89 11.4% 0.50[0.08, 2.66] /1
3 2022 4 92 9 52 329% 0.25[0.08,0.78) =
i 2019 9 100 7 100 200%  1.29[0.50,3.32) ——
4T 2016 3 60 2 60 57%  1.50(0.26,8.66) 1T
Fikgs 2017 5 78 478 114%  1.25[0.354.48) —_
FiiE 2021 2 41 3 41 86% 067(012,378 —_—
Total (95% CI) 613 573 100.0%  0.93[0.59, 1.46] *
Total events 33 32

e —ap= =

Heterogeneity. Chi*=9.21, df=8 (P=0.32), F=13% 0.005 1 10 200

Test for overall effect: Z= 0.33 (P = 0.74) Favours experimental Favours control

8 ARRMAEEIFIH Meta 73 HT FR A E

2.4.7  FRImG Y
BT FERRE BA R A T4 R 2 i K 3 A ey s <1+
o Tt AR RSOk B IR v e mT 5 X TR] 41, HL
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PR PRVER 22 , T 2 TR 52 AN XEAR A, S s WA WIS
AAAE—E KA fAr, W9,

0

SE(log[RR])
) o
= &
w0

Dnﬂ'ﬂﬂu

0.5 0.7 1.0 1.5 2.0
RR

B9 RBENEMRESIE
3 itit

il B A 1 RSB v A%k P 2 4 T e 1 I g
W, K] B g s K B s R AL/ N BN
DIREZEBLAEIR™ s BR B i i B A8 B 1 LA 1 JE
T E DA, BT B R AT R T A AT AR T B
B, 2T 4R N R R RN i i 3
WEFE &I, LLAB B B /I B S LEAT XL 857 1R
Y WA AN TN A 38 AR AN TR 25
SN A FEAE AR 55 R TH BN E MRS i 24 A
YA, fa I B IR AT 1S 0 8L AR A /N BRA (AR ER
FERIE SN A 3, P 5 B R R B | R HE
VI B S T SR/ RS HEZS

AR, BETH 25697 FD B0F5E i, fdt 0
B ORKZ 5 BRI 1/3, 213)7 FD i B E T T
B I PRAFSE R B (8 B B D IR TR T D Re e IR
15 .FD M/ LR B S HA R Ge 50 , R HUA N A 25
S, AE R I E T B, AU A A 2R A T AL, A
THALTEE™ ., DLk, il B IE & 1 IRWGE T iGE LS
g1, WATERTE G B Y, AUPGEUER , fdt E
B O RIIRYT /N LD BRI IL T 2238 57106 S s 2 iR AL
FEdE R BLin i ™,

ABFFT G A 16 F e S & L IRRYY JLE FD HY
RCT 54T Meta M7, 2558 W, fat B 1 & 1 IR 7E
MCE I ARAE R T T A B e 243 S, i HAS [
Jr R AR & RSS2 DL SO [F)F LG 2
HHNERXT A ToRem . [RIBT , 2 25 4 4 0 8 K I
ERORGE LMK 327 R S S R IR 2 T A] , AR 4
EFHWE FHR AERKMEAEHE E 2 RS
BIETF P25 HIAYT o FEAS RN 7T, 2647 9 5 SCHk
el TAS ROV A & A O, HL K0 2 RS B2 2 8] 1)
AR RN R AT L2555 T Ge 27 S, PR e D 75 7
£ O RWIRTT FD AN 224

AWFFAEAE AT BRI : (1) i TABF I 4% 5 194
ABRERAR, AT REXT 45 SR rTSE 7 Ak 52 m 5 (2) g ADFSR
JRHR AR, S BRAE B ML BC 5 3 O RO B )y
TR, TG 325 ) Uy E Al 2 XUSS , 32 M) 8 R LS 5 (3) X R 2
TP XA R VA 2 R R RE VAT, (H AR YR AR A
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