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DiaetEAA R (functional dyspepsia, FD) J&—#4H PARREEME s = & 1 & AE
() ERERE . S Eik. BEAK. . B RE. SBOS EEMAENTEE
SR I R RE, JBThaett %W (FGIDs) Jul%. FD & 55 iy 5 )
e RE I R, 2021 4= DLEFI P 25 R AR T B 22 K 24 e Rt 2 23 B 1 — Tt 9 s ik
5 HL R 2 S TG T R A A P R 9, R T 6 KN 33 ANEZ Y FGIDs 1)
WATHR, EIXTUR AR R, SRR 40%M N A FGIDs. L+ FD /&
WILEE e, BB R E R E NS I ERES N 72% (7.1%—
7.4%) F14.8% (4.5%—5.1%) - A, HESERERSE FD KSR FZE 7R
K, EEBEMNEAES, FEHN 5.9%, HARN22%, BREHN 12.3%; EXREHE
H, FECR 43% (3.6% - 5.1%) , BN 0.7% (0.5% - 1.0%) , i ER
19.4% (17.7% - 21.2%) - FD & FEE RIRBREIT AR,  FRAR S 1A i
& RN 53.8% M FGIDs B fAfEmmyT il (RIgFE2fad. 200k
) .

FD K% E, B, RS OMEUTE, STRURE, HarHmE
ABHLE A TERTEE, BP S IV e SONARSRm B REER, FEE
Waiashiehg . N IERE S N DL S B B A R . R DhRe . kP& R
GUAR PR U o BAR R 2% 1 BER FHAPRE VR Y7 (7 R I8 T TR e AL AN R, (B3
GRS RCEIR, KA =2 MEER, HFHELESTEKR, HITHER
YRR AHLEZ R, FERAEIT IR R A — e i, 2y iipf
WERTEAIZEA TP, ] DAE] I s 28 5 () B i A B Ok . kA, BiF TR A,
FEGER YT J7 140 R BE 2 ANET 7 Dk B M s IR O T AT — 5 9T RL B
AR A P8 7 B X R R B T

H A Rl PR Bk A £ X ThREME T LA R 09 A BRI PR S B e Fa At TR
A B E D REMEVE AN R R BRI R S B 1 e mg , L6 B8 ) R0 2 o
LRIBIT DR AL A R A 00715 XA B T He m Dhae A A R G977 8CR,
Wi EER LA, e EENEERE,

() FEIT/ELRE

2022 4 12 AJRLEE bR R Im IR SEER TR m - Dh e E v LA R T X8 S A 1ITE
STIHE T TEA.

2023 4 1-2 A /e E PR ERIG R S B da rE - DI Re P TH AL A R & X4 R4 TE T
T, HE T (ERHEIER S EAE - DR E A R ) T H ST RIS,
it R 2 2 B G .

2023 423 H 9 Hit R 22 Be Gt (EPrh EIRRSL BTG S Dike
PEVHALASN R Y (SCMNP2023-0155) 3.3,
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G EZ T HIETT FD BT B ARANE B 17 8cn  ?
O ELZGiRIT FD T B AR FNIE & 7 2cn 2

D EZL #5767 FD BB W HGIE B 197 2cn 2
®FEL M THIVATT FD B S BIE (59 E & 17 Rdn i ?
O K Z5i6)7 FD B E REFE (39) ERE 17 8dmn T ?
AOZ T FD (7 2t 2 Bk v b ie?
ADIARFEE 24T T FD F97 8cn i 2 BAR 5 i p ko
Q@IhAEE A R B E AT R ERITR, T B SR I 2 )8 a7
R A RS2

WFD #H 2 M AZE &4 TE 18 S/ i A A 51 50
WFD H £ 75 N AZEC A 4 B O F VA T /] Be & 4 B O 3R T2
9FD #& MG 5% 1Han{Tr?

YR =g A

Ol R WO=EE &)

@IfRE RF

G EHFER (B Sz, A%
@B IR PR E VP> (NRS)

(OFD 1B iF A4

(6)FD A [ZEIE i & THE IR FR 4

(DFD BRI B 202

@B FHA KAEIRTES (NDSD

OB FiH A KA TG R 455 (NDLQD

O IIREMEH A R4S &R (FDDQL)
ADfEFEAA £ (SF-36)

QP /RWEEEEX (HAMA)

OV /R EL (HAMD)

WHEEAFERE (SAS)

O H PFEE (SDS)

2.1.4 HhEIS IR R 85 45 R FEbr

[EZREEEE

O EZ T HIATT FD FEREEJAIE B 1097 8cmn ] ?
Q@WEZ T HIRTT FD R EESIRAE B 17 8cn ] ?
G ELZGIRIT FD MRS I B 7 2cn ey 2

@ EL W TTRIEST FD AT B ASAIRIE 825 197 3cna] 2
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@O EEL M7 RIRYT FD R E B (35) RS T 80 ?
(@ RZiRYT FD IR E IETE (39) 1IF 8B Y7 anf 2
(DPRFREE T T FD 97 R0 2 AR T A L2

(QFD 3 &5 ML & A 158 S/ i & A4 15 48 5

7
O AR QLR &)
@K K %

@HE AR (B, PRI
@RS RIEIE S (NRS)

(®FD HEIUEEA S

(6FD A [ 1FA% % TURE IR AR 43

(FD HIGCREIR B4 7y R

®Je A RIERTEE (NDSD
@B FH A R RS (NDLQD
OThREMH A RAEF R EER (FDDQL)

FRAE LA Il oA ) @ 5 465 Ry P A AT SCHRA 2R
2.2 R

THRAUREZ CNKT I8 e 0 77 Bl AR IR G F & 4R 250l
[ AR IR 2 SCHR B PE E . PubMed. Cochrane library W5 ) AH 2 SCHR
2.2.1 K& A
2.2.1.1 3k FR

PREER 4 DR TR A R G AN E LG 1k IR &1k

CRVS TR = Pl = i e o

TP e -

Rz SEEHE BV SEAT S H P/ B NE T35 8 5 AR S IE A/
VUTE T2/ B8R 77 /4D T 28 S/ THRR i B 12/ B 5 O 7/ 38 S8 B/ I 7 B v /58]
KRNI — TR B B i B /i A/ G U205 0 0 SRR ST
JH 7/ SE AR 2273 A N B I FAR F 2 iz 2 B 2 22 4 i1 =
1=

R 2. BB B2 BRI AR b URORL R R UKL A i 7
KL/ 18 T3 7R/ BE e 15 R RIURE /T A 18 8 R/ AR B v B B/ R 2 AL/ B T B
TR FU/ERS /S HE T F/AMP A

HMIEVE: IR IR 3 S 48 R B TR E AR I

3 B
2.2.1.2 JKT R A :

P4 E99 4« Functional dyspepsia/postprandial distress syndrome/epigastric pain
syndrome

HHZEJp§ %4 Gastric fullness/epigastric pain/ Stomach fullness /fullness sensation
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THFE:

Chaihu Shugan San / Chaihu Liu Jun Zi Tang / Xiang Sha Liu Jun Zi Tang / Liu
Jun Zi Tang / Zhi Shi Xiao Pi Wan / Si Jun Zi Tang / Yue Ju Fang / Bu Zhong Yi Qi
Tang / Sheng Yang Yi Wei Tang / Ban Xia Xie Xin Tang / Xiao Yao San / Fuzi Li
Zhong Wan / Chaihu Da Yuan Yin / Lian Pao Yin / Yi Guan Jian / Yu Nu Jian / Yi Wei
Tang / Xuan Fu Dai Zhe Tang / Zuo Jin Wan / Sheng Jiang Xie Xin Tang / Chai Zhi
Shi Ping Gan Tang / Huang Qi Jian Zhong Tang / Liu Mo Tang / Zhi Shu Wan / An
Zhong Tang / An Wei Tang / Sha Shen Mai Dong Tang / San Ren Tang / Fuzi Li
Zhong Wan / Shen Ling Bai Zhu San / Bu Zhong Yi Qi Ke Li / Qi Zhi Wei Tong Ke
Li/ Xiang Sha Yang Wei Ke Li/ Wei Su Chong Ji / Bi Ling Wei Tong Ke Li / Jia Wei
Xiao Yao Wan / Zhi Shu Kuan Zhong Jiao Nang / Mu Xiang Shun Qi Wan / Jian Wei
Xiao Shi Pian / Bao He Wan / Xiang Sha Liu Jun Zi Wan / Bu Zhong Yi Qi Wan /
Acupuncture / Moxibustion / Electroacupuncture / Acupoint-embedding /
Transcutaneous vagus nerve stimulation

43 : Randomized.

2RI TR R 7 3 2 2023 4 6 H

IINFRE: BRI IR R AL A R A BER L TG AT Meta 204, 16975
FEFETEL BT AN PR, PEINEE.

HEBRARAE: 2RSS IRV, BIRERYY . Shskie. L BRA T, 2y H
Jiv =W BHEECR LR AR BAN S SCHR -

XA, 2 SRR FE IR SCIR A H  fEE 2 KR
iR (A RCE. BRI . BAEIRAR > S A7), BT IERZR G AN
JRE RS SCERIE YR S A, TE LR 1
2.2.2 frz
2.2.2.1 HR RN

L CNKI ) 4 SCHdi e . SU N EBIG R, TKA AR R 1
Rz LA AR 51 1 R OHLER G AR DR R A, R 35 BT A 25 AR
KB, FERZREREPHAN T Loliad, FERR ., dhoon g, (% H RS
TH, JERAIRBIR BT S, R R SO S STk e T k. 2R R B AR
SRt — P BENS IR o S0 PITA T RURIE TS5 A I TR RFAE IR 3R T B, R A
P AR AT . iR N

(SU= (ThEetEiH A R) OR SU= (B ANELZEHBAE) OR SU= (Y4
L) ORSU= (FJE) ORSU= (i) ORSU= (i) OR SU= (i)
OR TKA= (B G AELEAE) OR TKA= (LR &1E) ORTKA= (HJE) OR
TKA= (B> ORTKA= (if&) ORTKA= (J&i) ) AND (SU= (%
D OR SU= (75N EF%) ORSU= (FHNET#) ORSU= (O
BT ORSU= (HSIHEA) ORSU= (JUH %) ORSU= Gii#iJ/7) OR
SU= (&%) ORSU= (JHHmE#) ORSU= (FEG.0i7) ORSU=



GHEHD OR SU= (J-FHEHAL) OR SU= (BEHAEJEIKD)  OR SU= GEAMIO
OR SU= (—B{H) ORSU= (ELHD ORSU= (2 H#%) ORSU= (g
%) ORSU= (i4&H) ORSU= (AZEV5.0%) ORSU= (GRS
OR SU= (BEAFER;T229) OR SU=(HE#H%) OR SU=(/NE%) OR SU=

(FARAL) OR SU= (%H1i7) ORSU= (% H%) ORSU= (£ 4%%) OR
SU= (={Z{%) ORSU= (Mt7HHH) ORSU= (ZEHARED ORSU= (f
AR OR SU= (S BJRBIRL)  OR SU= (FibF: H B OR SU=

(H 75007 OR SU= (EER HJEMIK) OR SU= (JNKIEIEH) ORSU= (1
AREHKEHE) ORSU= CREFMSA) ORSU= (EHHEH) ORSU= (fffl
) ORSU= (FW/NEFH) ORSU= (25 ORSU= (414D OR
SU= (¥#%&) ORSU= (4f%) ORSU= (Hi4t) OR SU= (JUHEZE) OR SU=

(ZFEHREMEHIED OR TKA= CEFBIFHED OR TKA= (SEATNHTi7)
OR TKA= (FW/NET#) ORTKA= ONET%) ORTKA= (FASZVHIE AL
OR TKA= (JUE 1) ORTKA=CGH#i77) OR TKA=(%pH1255%) OR TKA=

(JFBH#H %) ORTKA= (}EE0%) ORTKA= GHBERL) OR TKA= ([
FHAFH) ORTKA= CSEHHIAJFIK) ORTKA= GEFMK) ORTKA= (—H
HI) ORTKA= (EZH) ORTKA= (%) ORTKA= (ERIUMZ) OR
TKA= (/4 #) OR TKA=(*EZEE07%) OR TKA=(SEMSFHFZ) OR TKA=

(SEMIEER T 2%) ORTKA= GHEF7) ORTKA= (NEE7) OR TKA=

(BIRH) ORTKA= (%Hi%) ORTKA= (‘%H#%) ORTKA= (Ih&HEXK
%) ORTKA= (=f2%) ORTKA= (JFHPH) ORTKA= (ZEHAHD
OR TKA= (M2 SHk) OR TKA= (i HEHMK) OR TKA= (F#PFH
R  OR TKA= (B 75D OR TKA= (RER HJEMWIAL) OR TKA= iRk
HEHN) ORTKA= (MIARFEKTFE) ORTKA= CRFMSA) ORTKA= (fi#
HiHEH) ORTKA= (f£F1H4) ORTKA= (FW/NETFH) ORTKA= (%
HF25 540 OR TKA= (£HfiD OR TKA= (X 4&) OR TKA= (%) OR TKA=

(HEF) OR TKA=(JUAHEZE) OR TKA= (& HAEMARIFD ) AND (FT=

(L) ORFT= (RCT) )
2.2.2.2 KRN

LA PubMed Affl. iz AXON:

#1 ((((((Functional dyspepsia[Title/Abstract]) OR (postprandial distress
syndrome|[Title/Abstract])) OR (epigastric pain syndrome[Title/Abstract])) OR
(Gastric fullness|[Title/Abstract])) OR (epigastric pain|[Title/Abstract])) OR (stomach
fullness|[ Title/Abstract])) OR (fullness sensation|Title/Abstract])

#2 ”Functional dyspepsia”’[Mesh Terms]

#3 ”Postprandial distress syndrome”[Mesh Terms]

#4 “Epigastric pain syndrome”’[Mesh Terms]

#5 #1 OR #2 OR #3 OR #4

#6 - (((CCCeeeccceeeeecccceeeeeecccceeeeccc(Chaihu - Shugan - San([Title/Abstract])
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OR (Chaihu Liu Jun Zi Tang[Title/Abstract])) OR (Xiang Sha Liu Jun Zi
Tang[Title/Abstract])) OR (Liu Jun Zi Tang[Title/Abstract])) OR (Zhi Shi Xiao Pi
Wan|[Title/Abstract])) OR (Si Jun Zi Tang[Title/Abstract])) OR (Yue Ju
Fang[Title/Abstract])) OR (Bu Zhong Yi Qi Tang[Title/Abstract])) OR (Sheng Yang
Yi Wei Tang|[Title/Abstract])) OR (Ban Xia Xie Xin Tang[Title/Abstract])) OR (Xiao
Yao San[Title/Abstract])) OR (Fuzi Li Zhong Wan]|Title/Abstract])) OR (Chaihu Da
Yuan Yin[Title/Abstract])) OR (Lian Pao Yin[Title/Abstract])) OR (Yi Guan
Jian[Title/Abstract])) OR (Yu Nu Jian[Title/Abstract])) OR (Yi Wei
Tang[Title/Abstract])) OR (Xuan Fu Dai Zhe Tang[Title/Abstract])) OR (Zuo Jin
Wan|[Title/Abstract])) OR (Sheng Jiang Xie Xin Tang[Title/Abstract])) OR (Chai Zhi
Shi Ping Gan Tang[Title/Abstract])) OR (Huang Qi Jian Zhong Tang|Title/Abstract]))
OR (Liu Mo Tang[Title/Abstract])) OR (Zhi Shu Wan[Title/Abstract])) OR (An
Zhong Tang[Title/Abstract])) OR (An Wei Tang|[Title/Abstract])) OR (Sha Shen Mai
Dong Tang[Title/Abstract])) OR (San Ren Tang[Title/Abstract])) OR (Fuzi Li Zhong
Wan|[Title/Abstract])) OR (Shen Ling Bai Zhu San[Title/Abstract])) OR (Bu Zhong Yi
Qi Ke Li[Title/Abstract])) OR (Qi Zhi Wei Tong Ke Li[Title/Abstract])) OR (Xiang
Sha Yang Wei Ke Li[Title/Abstract])) OR (Wei Su Chong Ji[Title/Abstract])) OR (Bi
Ling Wei Tong Ke Li[Title/Abstract])) OR (Jia Wei Xiao Yao Wan[Title/Abstract]))
OR (Zhi Shu Kuan Zhong Jiao Nang[Title/Abstract])) OR (Mu Xiang Shun Qi
Wan|[Title/Abstract])) OR (Jian Wei Xiao Shi Pian[Title/Abstract])) OR (Bao He
Wan|[Title/Abstract])) OR (Xiang Sha Liu Jun Zi Wan|[Title/Abstract])) OR (Bu
Zhong Yi Qi Wan[Title/Abstract])) OR (Acupuncture[Title/Abstract])) OR
(Moxibustion[Title/Abstract])) OR  (Electroacupuncture[Title/Abstract])) OR
(Acupoint-embedding[Title/Abstract])) OR  (Transcutaneous  vagus  nerve
stimulation[ Title/Abstract])

#7 randomized|Text Word]

##5 AND #6 AND #7
2.3 LRIAGHE

T H HARYE SCRRAT 7R S50 5, SRATE/RSE (Delphi) %, ERZHA
7], FRARAEIE L L AT AR R . Tk bRl oA RIS g
FRAMIG R TARZ56 . A PGB RENS W5 58 B L 50 &, 1L XN Rl =5 8
B S A (R I

MEFREBNG T, BRI G RN Excel B, Ml gitE
FIR R B FBUH R BN E /R 2% (Kendall's W) 247 P-4 28 %
AW ERKH GRADE WX THEREM e fEfrom . “HERERIL” BR 17 “C” #% LA
SN 1 K EHORE 50%, WIARIER, w] B4 e HEFE 7 I SO0 BE, A K5A
SRAESY, BRSNSHESE, CHENAWIE, DIASANESR, EREAHELE: &
TATAT 1 A% 50%, (H “C” g2 —MIp ks B 2 H0E# I 70%, EIX LR
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PN SRR IER R

RS (P) : FD FEHGEJLIE
FHERE () - FEIELZN
TR () : PHERIEYT (T IO
R (0

Certainty assessment U4 &) Summary of findings (&R E45)

Ne of studies (BF5% | Study s (il s | Aowe|ammn | z|: Effect CHRI{E)
i i _T':l:n /H\% ﬁ)

AR | R4

i A AT 2

Hu XL 2006 RR=2.00, 95%CI[1.69, 2.31], P
RCT 2 0 0 1 1 0 30/30 30/30 12k
<0.00001
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FHE® ()« FEWNE TG

SHHRER (O : PRI CERFMAZEI UF)]D
R (0D :

Certainty assessment GIE3E)JH &34 Summary of findings (&R 84)

Ne of studies (B 5T%L 3 Ne of patients ( A | Effect (R{PAE)
=) A | 9]

Il R 7 R R
Zeng ZS 2017; Zhou RR=1.30, 95% CI [1.12,

RCT 2 0 0 1 1 0 91/104 70/104 112K
WB 2016 1.51], P=0.0007
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Certainty assessment GIE3E R ETRH) Summary of findings (R E4%)

Ne of studies (Hf FENLF ] | FEVIAL | B | AEBE | EBHER | £ 4 | No of patients ( N\ | Effect (BRI{E)
AEE) | 0
Il R TT RSB R
Wang D 2021 RR=1.33, 95%CI[1.11, 1.59],
RCT 2 0 0 1 1 0 40/40 30/40 IIE
P=0.002
RN
Wang D 2021 MD ;,=4.08, 95%CI[3.73, 4.43],
RCT 2 0 0 1 1 0 40 40 IIEZ
P<C0.00001
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Certainty assessment GIEIEF &R Summary of findings (&R &

Ne of studies (FFFEE) Ji?% MR | B2 A< | Ne of patients ( A%) | Effect (BRL{E)

RIG X} R 2H

Il ARTT RO R R
Zhu M 2011; Xu CP 2004; RR=1.26, 95% CI [1.04,

, RCT 2 1 0o |1 1 0 229/266 | 122/175 1T 4%
Xiao BF 2021 1.51], P=0.02
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Certainty assessment GIE3E)JH &34 Summary of findings (&R 84)

Ne of studies (5T | Study s |l Eiwls | Feeelnewn|r ZliEffect GRRIE)
] | #0)

Il R 7 R R
Men CY 2012 RR=1.67, 95% CI[1.15, 2.41],
RCT 2 0 0 1 1 0 25/28 15/28 0.00 1112k
P=0.007

21



BFESFE (P) : FD AT B AFIE
FHER )« S B R
B (0 : 2
R (0D :

Certainty assessment GIE3E)JE &) Summary of findings (&R B4

Ne of studies CFF5T | Study i s |l Ennles | FAeselamnn|p ZliEffect ORRIAE)
‘ & 50

e | e
ey 28 AT R

Su Q 2018 RR=3.65, 95%Cl[2.36, 5.66], P
RCT 2 1 2 1 1 1 66/85 17/80 I %
< 0.00001
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ZRfR (0) -

Certainty assessment CUE#E R &1EA) Summary of findings (&R E45)

Ne of studies (Hff = Effect (ZXMAE)

THE)

I R TT BTG R
Wen Y 2020 RR=3.02, 95%CI[2.25, 4.05], P<<
RCT 2 1 2 1 1 1 101/118 | 34/120 12
0.00001
ARG R E VRS
Wen Y 2020 MD  , =16.21 , 95%Cl[12.33 ,
RCT 2 1 2 1 1 1 118 120 I %
20.09], P<<0.00001
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Certainty assessment GIE3E R &) Summary of findings (&R E45)

Ne of studies (FFREE) AER | BEM | BEE | Neof patients(}\%ﬁ[) Effect (ZXMA{E)D

e

Il PRIT 3508 R
Sun XX 2016; Liu XJ 2013, Wu QB 2012;
Li R 2013; Wang GY 2014; Hu K 2005; RR=1.33, 95%CI[1.05,
RCT 2 0 0 1 1 0 919/1075 | 554/742 I 2%
Wang L 2004, 1.22], P=0.002
Zhu D 2005; Xu SQ 2009; 1Ji PZ 2010

24
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SRR (0 : TUEEST (Z%ELED
R (0D :

Certainty assessment GIE#E &) Summary of findings (&R E45)

Ne of studies (FF 9%, | Study i s | Ennls | Fawslnsen | ZliEffect ORRIAE)
] | #0)

Ripdl | xmee

1T JEIERTE R 2R
Wei M 2024 RR=0.90, 95%CI[0.63, 1.28]*,
RCT 2 1 1 1 1 2 34/120 38/119 I %%
P=0.54
BIT 4 F E IR R %
Wei M 2024 RR=4.96, 95%CI[1.96, 12.52],
RCT 2 1 1 1 1 2 25/120 5/119 I 2%
P=0.0007
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ZRER (0 :

Ne of studies (FFREE) BE M. 7 | BEEVLAL | B A 58 B | ®FEM | #AE | Ne of patients ( A\ | Effect (RSAE)
A EAE AR -
G2
Il R IT B0 8%
Wen PY 2014 RR=1.33 ;
RCT 2 0 0 1 1 0 28/30 21/30 95%CI[1.04 , | IlZ%
1.72], P=0.03
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FHEM (D = SEHHE YN
XM (©) « PRIy CGLYbA)D
ZRER (0) :

Certainty assessment GIE#E R E1EAH) Summary of findings (&R E45)

Ne of studies (FF 5t | Study & ML B % AseraE | BFEMER | HF A | Ne of patients (A | Effect (RPAE)
RIFEAE | ¥ ok &= 0

RIeH |

I R A RE
Zhang Y 2020 RR=2.38 , 95%CI[171, 3.32],
RCT 2 0 0 1 1 0 36/36 36/36 2
P<0.00001
Sk B A #RER AR S
Zhang Y 2020 MD 4,=-0.8, 95%CI[-1.2, -0.4], P
RCT 2 0 0 1 1 0 36 36 I
<0.0001
F13E TR IR AR 43
Zhang Y 2020 MD 4,,=-0.83, 95%Cl[-1.22,-0.44],
RCT 2 0 0 1 1 0 36 36 I %
P<<0.0001
AME R ERE R AR 7
Zhang Y 20207. MD 4,,=-0.93, 95%CI[-1.39,-0.47],
RCT 2 0 0 1 1 0 36 36 I
P<<0.0001
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FHERE (1)« =7

XTHRFEHE (C) : PHERIBYT (SEYbR)/mayb b))
ZRER (0 :

Certainty assessment GIE#E R E1FA) Summary of findings (ZRE45)

Ne of studies (FFF3 ElERBENER|E £ Effect (BAMAE)
=) ) 3 0

s R TT RS A %%

.
Gan DC 2016, Wan
g RR=1.13, 95%ClI[1.01, 1.27],

D 2017 RCT 2 0 0 1 1 0 90/97 79/97 I 2%
P =0.03
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SR (P) : FD JBH MEIFEIE
FHEM (O« N7 EF 7N
XM (©) « PHERifyy (BSEhm)
ZRER (0) :

Certainty assessment GIE3E)JH &) Summary of findings (&R 84)

Ne of studies(BF 5T | Study s |k ls | Fewe|asnm | z|: Effect CBRIAE)
#0)

IR | A

I R TT BTG R
Miao XX 2018 RCT 2 0 0o |1 1 0 45/46 | 37/46 | RR=1.22,95%CI[1.05,1.41], P=0.01 | Ill Z%
i IR R AR 43
Miao XX 2018 MD 4,=-0.36, 95%CI[-0.44, -2.08],
RCT 2 0 0o |1 1 0 46 46 EA
P<C0.00001
NE B BRI RE IR AR 53
Miao XX 2018 MD 4,,=-0.51, 95%CI[-0.59, -0.43],
RCT 2 0 0 1 1 0 46 46 " 2%
P<C0.00001
ELISTRINA
Miao XX 2018 MD 4,=-0.58, 95%CI[-0.68, -0.48],
RCT 2 0 0o |1 1 0 46 46 EA
P<C0.00001
W UERBU
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Miao XX 2018

RCT

46

46

MD 4,=-0.41, 95%CI[-0.56, -0.37],
P<<0.00001
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FHHEHE (D : WUEFZn%
SRR (0 : TUEEST (Z%ELED
R (0D :

Certainty assessment GIE#E &) Summary of findings (ZRE45)

Ne of studies (FF9%, | Study s lwnwls | Feselesmn|r ZliEffect GRBIE)
0 | #0)

Raes | was
RERF 5

Li YH 2008 MD ,=6.50, 95%CI [6.32, 6.68],
RCT 2 0 0 1 1 0 45 45 &
P<<0.00001
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BFEXR (P« DIREPEHAA REH

FHEHE (D« BRTE GHRES. PiE. A RIS Ne. 2=H. A, B
SRR (0 « B R

ZRER (0) :

Certainty assessment GIE#E R E&1FA) Summary of findings (ZRE45)

Ne of studies (B 5T | Study BEHLFS |V | T | AL | EFEEM | 2| Ne of patients (A | Effect (US{E)

4 A LA 2

Yang JW 2020 RR=1.60, 95% CI[1.32, 1.95],
RCT 2 1 2 1 1 1 97/117 58/112 I
P <0.00001
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BFEXR (P« DIREPEHAA REH
FHSEM (O - BRI BEHTIE
XFRIEHE (O : P92y (BB 4. WKL . B4 SMREEES)

g (0) :

Certainty assessment GIEHE R &) Summary of findings (&R E45)

Ne of studies (FFREE) A 12’5 FHR | B A& | Ne of patients (AEL) | Effect (BARAE)

e xf 2

)
I RS 350K
Chen GE, 2000, LiuWQ, 2001,
Luo L, 2002, LIHJ2004, ZhouY
2004, Zhang XJ 2004, Chen Y]
2004, ShiHJ 2009, Xu GX 2005,
. RR=1.21 )
Tang SX 2006, Zhao YW 2009, Jin
95%CI[1.16 ,
L 2013, Chen MH 2023, Zhou DQ | RCT 2 0 2 1 1 0 948/1030 754/981 195 P 1T 2%
. , <
2019, Qiang LM 2018, Han ] 2017, ]
, , 0.00001
Liu X 2017, Du R 2016, Liu WR
2016, Xu Y 2015, Ren J 2015, Yuan
XX 2015, Zhou L 2014, Zhang YP
2014, Yang M 2014
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BFEXR (P« DIREPEHAA REH
FHSEM (O - BRI BEHTIE
SHRRER (© . e

R (0) .
Ne of patients ( A | Effect (R{BAE)

Ne of studies (FFREE)

ARB|Ga®EE|EE

GR#&|RES

e

Summary of findings (&R E%5)

Xt A

I PR S A 2%

Yang ZQ, 2011, Zou X 2021, Hou
YQ 2020, Chen P 2020, Chen P
2016,

RCT

0 193/223

90/200

RR=2.33, 95%CI[1.99,
2.74], P<0.00001

I %
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BFEXR (P« DIREPEHAA REH

FHSEM (O - BRI BEHTIE

XRIEHE (O « P94 (RB3NNL. (2 E 3 5+mR )
ZRER (0) :

Certainty assessment GIE3E)JE & 3E4) Summary of findings (&R B4

Ne of studies (FFFTEE) A 55 B | ik M| B A& | Ne of patients | Effect (RURAE)
y CAZD
W | X R
2 2
NDSI
Fan HZ, 2012, Zhou L 2019, Dai M MD yz,=-7.44 4}, 95%CI[-9.79,
_ RCT 2 0 2 |1 1 0 178 176 11 %%
2018, Li DD 2014, ShengJW 2013 -5.08], P <0.00001
NDLQI
Fan HZ, 2012, Zhou L 2019, Dai M MD ,,,=5.71 %), 95%CI[4.20,
, RCT 2 0 2 1 1 0 178 176 1T 2%
2018, Li DD 2014, ShengJW 2013 7.23], P<0.00001
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BFEXR (P« DIREPEHAA REH
FHSEM (O - BRI BEHTIE
SRR (C) « sl

ZRER (0) :

Certainty assessment GIE#E &) Summary of findings (&R E45)

Ne of studies (HF | Study MEVLFZ | I | B | AL | EFEMEIM | A | Ne of patients | Effect (ZMAE)

NDSI

Yang ZQ, 2011 MD ,,=MD=-9.94 4}, 95%CI[-16.33,
RCT 0 0 2 1 1 0 30 28 12K
-3.55], P =0.002
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BFEXR (P« DIREPEHAA REH
FHEM (D« LR HREMHZRIE
MR (©) « BRE R HREMZRIE
ZRER (0) :

Certainty assessment GIE3E)JH &34 Summary of findings (&R E %)

Ne of studies (FF5t | study wh s || g | Aeme | mmnn e zls Effect CEOBI{E)
\ D

IR | AR

THEIEH B2 A 0%
Zhu Y 2021 MD ;;,2=0.15, 95%CI[0.13, 0.17],
RCT 2 1 2 1 1 1 36 39 I %%
P<<0.00001
Bg B BB E %R
Zhu'Y 2021 MD ;,.=0.10, 95%CI[0.08, 0.13],
RCT 2 1 2 1 1 1 36 39 I %%
P<0.00001
S ERERAR
Wu D 2020 MD ,=-5.02 4}, 95%CI[-6.34,-3.70],
RCT 2 1 1 1 1 0 45 45 I %
P < 0.00001
Hdr i BT % (FDDQL) 4>
Wu D 2020 MD ,,=2.56, 95%CI[0.91, 4.21],
RCT 2 1 1 1 1 0 45 45 I %%
P=0.002
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BFEXR (P« DIREPEHAA REH

FHHEHE (D HITE

SR (C) « FHERIGYT CHIRIR S FI70 HOR )
ZRER (0) :

Certainty assessment GIE3E)JE & 3E4) Summary of findings (&R 84)

Ne of studies (FF 9%, | Study A s | ls | Fawslmmmn | z;: Effect (RRI{E)
A | 0O

IR | xR

Je A R a4
Wang D 2018 MD y,=-4.94, 95%CI[-9.32, -0.56],
RCT 2 0 0 1 1 0 30 30 2%
P =0.03
RV
Wang D 2018 MD ,=5.37, 95%Cl[2.95, 7.79],
RCT 2 0 0 1 1 0 30 30 2%
P <0.0001
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FHEHE (D« AL (P, XL Har. 2 =B Mar. Barido
SRR (0 : a7 (FEWHRD

R (0) .

Certainty assessment (iE#E/HETRH) Summary of findings (&R 845

Ne of studies (BF5t | study BEHL RS (a5 Tm¥?§ YE B AR | R z;: Effect (R(RI{E)
R 3 Y Gl Elrl:l':' SE 59

I | WA

[ NSECRVES
Jiao YX 2006 RR=1.12, 95%CI[0.96, 1.29],
RCT 2 0 0o |1 1 0 58/60 | 26/30 1B
P=0.15

*: EELEE
¥ MG BRI 5T B B B HE 3 AReview Manager 5.3 BAFUHEONAE LAl X (0], R m A XL (Relative Risk, RR)
1195% # {7 [X 8] (Confidence intervals , CI) X7, HELAFENAHLIMEZ (mean difference , MD)  #95% CIFE 7~ .
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I. Project Overview

(I) Task Background

Functional dyspepsia (FD) is a clinical syndrome primarily characterized by persistent
or recurrent upper abdominal pain, postprandial fullness, bloating, belching, early
satiety, anorexia, and nausea. It falls under the category of functional gastrointestinal
disorders (FGIDs). FD is a significant global health issue. In 2021, a study from Ben -
Gurion University of the Negev in Israel surveyed the prevalence of FGIDs across 33
countries in six continents using anonymous internet and face - to - face household
surveys. The study found that over 40% of the global population suffers from FGIDs,
with FD being the most common gastroduodenal disease. The pooled prevalence of
FD was 7.2% (7.1%-7.4%) from internet surveys and 4.8% (4.5%-5.1%) from
household surveys. There are substantial differences in FD prevalence across
countries. For instance, in internet surveys, China had a prevalence of 5.9%, Japan
2.2%, and Egypt 12.3%; in household surveys, China was 4.3% (3.6%-5.1%), India
0.7% (0.5%—1.0%), and Bangladesh 19.4% (17.7%-21.2%). FD leads to high global
medical costs and reduces patients' quality of life, with 53.8% of FGID patients
experiencing a high medical burden (multiple annual check - ups and visits).

FD has a high incidence but a low cure rate, imposing a heavy physical and mental
burden on patients and offering suboptimal treatment outcomes. Its pathophysiology
is not fully understood, but the Rome IV criteria attribute it to abnormal brain - gut
interaction, causing gastrointestinal motility disorders, visceral hypersensitivity, and
alterations in gut microbiota, mucosa, immune function, and central nervous system
processing. Modern medicine typically treats FD symptomatically, yet this approach
has limited efficacy, can cause various side effects with long - term use, and is prone
to relapse upon discontinuation, highlighting the limitations of current treatments.

In contrast, traditional Chinese medicine (TCM) has certain advantages in treating FD.
TCM emphasizes syndrome differentiation and holistic treatment and holistic
intervention, simultaneously improving gastrointestinal and psychosomatic symptomes.
Studies indicate that traditional therapies like herbal medicine and acupuncture are
effective in alleviating gastrointestinal symptoms, and the prevalence of
complementary and alternative medicine is on the rise in Western countries.

Currently, there are no international TCM clinical practice guidelines for FD.
Developing such guidelines is essential to promote and apply effective TCM
treatments for FD. This will enhance FD treatment outcomes, reduce patients' burdens,
and improve their quality of life.

(I) Major Project Process

At the end of December 2022, the project team was set up under the guidance of the
expert steering group for the “International Clinical Practice Guideline of Chinese

Medicine for Functional Dyspepsia”.



From January to February 2023, under the guidance of the expert steering group, the
project team completed the application form and the first - draft of the “International
Clinical Practice Guideline of Chinese Medicine for Functional Dyspepsia”, which
was then submitted to the World Federation of Chinese Medicine Societies (WFCMS)
for approval.

On March 9, 2023, the WFCMS approved the project application for the
“International Clinical Practice Guideline of Chinese Medicine for Functional
Dyspepsia” (SCMNP2023 - 0155).

From April 2023 to April 2024, the team finished literature search, evidence screening,
data extraction, and evidence evaluation, and compiled a literature evidence summary
report.

Between April and August 2024, the first - round Delphi questionnaire was conducted
among experts in traditional Chinese medicine, Western medicine, integrated
traditional Chinese and Western medicine, and guideline research methodology to
collect their opinions. From August to December 2024, expert opinions were
consolidated, and the draft was revised.

In January 2025, the second-round Delphi online meeting was conducted for experts
in traditional Chinese medicine (TCM), Western medicine, integrated TCM and
Western medicine, pharmacy, nursing, and guideline research methodology to gather
their feedback. After organizing expert opinions and revising the draft, an expert
review of the document was performed, and the final draft of the “International
Clinical Practice Guideline of Chinese Medicine for Functional Dyspepsia” was
finalized following the meeting. In February 2025, the project team finalized the
standardized draft of the guidelines. Following a rigorous review by the expert
steering group, the document was submitted to the World Federation of Chinese
Medicine Societies (WFCMS) office for nationwide online public consultation.
Subsequent revisions were implemented based on the comprehensive feedback
received, culminating in the preparation of the final review draft. The entire

development process of the guidelines is systematically outlined in Figure 1.
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Figure 1: The process of developing the guidelines

(IIT) Main Drafters of the Guideline and Their Contributions
1. Drafting Members

Table 1 Drafting Members

Name Organization Contributions

Wangjing Hospital, China Academy  Project leader. Organized project application,

Wei Wei
of Chinese Medical Sciences implementation, and summary.
Beijing University of Chinese

Zhang Participated in project application, summary, drafting,
Medicine Affiliated to Capital

Shengsheng and revision.

Medical University



Nicholas

Talley

Louis Liu

Jiande Chen

Gengqing
Song

Ke Mei Yun

Duan Liping

Hou Xiaohua

Rong Peijing

Liu Jianping

Chen Wei

University of Newcastle, Australia

Gastroenterology Division,

University of Toronto

University of Michigan Medical
School

Case Western Reserve University,

USA

Peking Union Medical College

Hospital

The Third Hospital of Peking

University

Union Hospital, Tongji Medical
College, Huazhong University of
Science and Technology

China Academy of Chinese Medical
Sciences Acupuncture Research
Institute

Evidence-Based Medicine Center,
Beijing University of Chinese
Medicine

Evidence-Based Medicine Center,
Beijing University of Chinese

Medicine

Participated in work discussions, literature research, and
the organization of expert consultation questionnaires,
and contributed to drafting and drafting explanations.
Participated in work discussions, literature research, and
the organization of expert consultation questionnaires,
and contributed to drafting and drafting explanations.
Participated in work discussions, literature research, and
the organization of expert consultation questionnaires,
and contributed to drafting and drafting explanations.
Participated in work discussions, literature research, and
the organization of expert consultation questionnaires,
and contributed to drafting and drafting explanations.
Participated in work discussions, literature research, and
the organization of expert consultation questionnaires,
and contributed to drafting and drafting explanations.
Participated in work discussions, literature research, and
the organization of expert consultation questionnaires,
and contributed to drafting and drafting explanations.
Participated in work discussions, literature research, and
the organization of expert consultation questionnaires,
and contributed to drafting and drafting explanations.
Participated in work discussions, literature research, and
the organization of expert consultation questionnaires,
and contributed to drafting and drafting explanations.
Participated in work discussions, literature research, and
the organization of expert consultation questionnaires,
and contributed to drafting and drafting explanations.
Participated in work discussions, literature research, and
the organization of expert consultation questionnaires,

and contributed to drafting and drafting explanations.

2. Participating Experts

Table 2 Participating Experts

Name Organization Contributions
China Academy of Chinese Medical Sciences Wangjing Expert questionnaires and opinion
Su Xiaolan
Hospital consultation.
Expert questionnaires and opinion
Zhang Xuezhi  The First Hospital of Peking University

consultation.



Wang
Hongbing
Du
Zhenguang
Wang

Yangang

Fang Jiliang

Liu Fengbin

Li Peiwu

Shi Zhaohong

Su Juanping

Wang Chuijie

Ding Xia

Chi Lili

Liu Huayi

Suiao
Huang

Suiping

Liu Qi Quan

Yu Tao

Xia Zhiwei

Du Shiyu

Yang Qian

Zhang
Xiaolan
Wang

Bangmao

Beijing University of Chinese Medicine Affiliated to
Capital Medical University

Beijing University of Chinese Medicine Affiliated to
Capital Medical University

The Third Affiliated Hospital of Beijing University of
Chinese Medicine

Guang'anmen Hospital, China Academy of Chinese
Medical Sciences

The First Affiliated Hospital of Guangzhou University of
Chinese Medicine

The First Affiliated Hospital of Guangzhou University of
Chinese Medicine

Wuhan First Hospital

Shanxi Provincial Hospital of Traditional Chinese
Medicine

The Affiliated Hospital of Liaoning University of
Traditional Chinese Medicine

Dongzhimen Hospital, Beijing University of Chinese
Medicine

The Affiliated Hospital of Shandong University of
Traditional Chinese Medicine

The Affiliated Hospital of Tianjin Institute of Traditional
Chinese Medicine Research

Xiamen Hospital of Traditional Chinese Medicine
Guangdong Provincial Hospital of Traditional Chinese
Medicine

Hebei Provincial Hospital of Traditional Chinese
Medicine

Shaanxi Provincial Hospital of Traditional Chinese
Medicine

The Third Hospital of Peking University

China-Japan Friendship Hospital

Hebei Provincial Hospital of Traditional Chinese

Medicine

The Second Hospital of Hebei Medical University

General Hospital of Tianjin Medical University

Expert questionnaires and opinion

consultation.

Expert questionnaires.

Expert questionnaires.

Expert questionnaires.

Expert questionnaires.

Expert questionnaires.

Expert questionnaires.

Expert questionnaires.

Expert questionnaires.

Expert questionnaires.

Expert questionnaires.

Expert questionnaires and opinion

consultation.

Expert questionnaires.

Expert questionnaires.

Expert questionnaires.

Expert questionnaires.

Expert questionnaires.

Expert questionnaires.

Expert questionnaires.

Expert questionnaires.

Expert questionnaires.



Tang Yanping  Tianjin Nankai Hospital Expert questionnaires.
Expert questionnaires and opinion
Xiao Xiaohuo  People's Liberation Army 302 Hospital

consultation.

Dongfang Hospital, Beijing University of Chinese

Cao Junling Expert questionnaires.

Medicine
Wang China Academy of Chinese Medical Sciences Wangjing
Expert questionnaires.
Jinghong Hospital
China Academy of Chinese Medical Sciences Wangjing
Cao Yanxia Expert questionnaires.
Hospital
China Academy of Chinese Medical Sciences Wangjing
Chen Yixiu Expert questionnaires.
Hospital
The Affiliated Hospital of Nanjing University of Chinese
Shen Hong Expert questionnaires.
Medicine
The Affiliated Hospital of Jiangxi University of Chinese
He Ling Expert questionnaires.
Medicine
Beijing Jishuitan Hospital Affiliated to Capital Medical
Lan Yu Expert questionnaires.
University
Hubei Provincial Hospital of Traditional Chinese
Hu Yunlian Expert questionnaires.
Medicine
Wang Dongfang Hospital, Beijing University of Chinese
Expert questionnaires.
Linheng Medicine
Ke Xiao The Second People's Hospital of Fujian Province Expert questionnaires.
Wang
The First Hospital of Peking University Expert questionnaires.
Huazhong
Gong Yang General Hospital of Shenyang Military Region Expert questionnaires.
Xiao Liwen Institute of Zoology, Chinese Academy of Sciences Expert questionnaires.
Ding Shigang  The Third Hospital of Peking University Expert questionnaires.

I1. Guideline Development Principles and Basis for Determining Main Content
(I) Guideline Development Principles

The development of these guidelines is based on the principles of "scientific validity,
applicability, and standardization". The aim is to create guidelines that are practical
for use within the TCM industry, widely acceptable and recognizable outside the
industry, and aligned with international diagnostic and treatment guidelines. During
the development process, all relevant issues were fully considered within the
framework of relevant laws, regulations, and technical documents. The existing TCM
clinical research data and relevant clinical experience and consensus were also taken

into account in formulating the "International Clinical Practice Guideline of Chinese



Medicine for Functional Dyspepsia".

1. Scientific Validity

Scientific validity is essential for guideline development and ensures the quality of the
guidelines. The team strictly adhered to this principle by conducting extensive
research on international evidence - based guideline development methods. A
combination of three research methods with TCM characteristics was selected:
"literature research, Delphi surveys, and expert meetings", ensuring the scientific
validity of the guidelines.

Literature Research: In line with international standards, literature related to TCM
clinical practice for functional dyspepsia was searched. Key information such as
major processes, main content, and common key technologies was extracted to
provide a basis for the expert questionnaire survey.

Expert Questionnaire Survey: Based on the internationally recognized Delphi
method and adapted to the TCM industry's specific circumstances, expert
questionnaires were developed using literature research and group discussions.
Experts with representatives, authority, and geographic diversity were selected.
Questionnaires were collected and statistically analyzed to effectively consolidate
expert opinions.

Expert Panel Meeting: The project team formed an expert panel comprising experts
in TCM clinical practice for functional dyspepsia, TCM internal medicine, integrated
traditional Chinese and Western medicine, Western internal medicine, pharmacy,
nursing, and guideline research methodology. An expert meeting was held to review
the guideline draft, especially contentious or discussion - worthy parts. Experts
provided objective and professional feedback, shaping the guideline draft.

2. Applicability

The primary goal of developing these guidelines is to establish international TCM
clinical practice standards for functional dyspepsia. This aims to guide the
development of diagnostic and treatment standards for functional dyspepsia, enhance
the accuracy, authority, and representatives of these standards, and meet the practical
needs of functional dyspepsia - related clinical and basic research.

Targeted Application: The guidelines are designed for the development of
international TCM clinical practice standards for functional dyspepsia and are
applicable in clinical, teaching, and research settings related to functional dyspepsia.
Practical Development Process: In addition to reviewing relevant literature,
academic works, and textbooks, a questionnaire was developed to survey experts
nationwide involved in or familiar with the development of TCM clinical practice
guidelines for functional dyspepsia. Their opinions were consolidated, and after
expert review and broad consultation with industry experts, the final TCM clinical

practice guidelines for functional dyspepsia were formed, ensuring practicality and
9



operability.

3. Standardization

During the development process, the guidelines followed GB/T 1.1 - 2020
("Standardization Work Guidelines - Part 1: Structure and Drafting Rules for
Standardization Documents") and other relevant standards and guidelines, under the
guidance of the World Federation of Chinese Medicine Societies.

Standardized Methods: Methods such as literature search, expert questionnaires, and
expert meetings followed internationally recognized approaches.

Standardized Format and Terminology: The guideline's format, terminology, and
language met standardized requirements, ensuring consistency and professionalism.
(II) Methods and Evidence for Determining Main Content

1. Main Content of the Guideline

(1) Scope

(2) Normative Reference Documents

(3) Terms and Definitions

(4) Development Principles and Methods

(5) Development Process

2. Methods for Determining Main Content

2.1 Expert Interviews

2.1.1 Interview Plan Development

The interviewees were TCM and Western medicine clinical experts in functional
dyspepsia, all holding senior titles and with years of clinical and research experience.
Three were TCM experts, one integrated traditional Chinese and Western medicine
expert, and three Western medicine experts. The interview outline, drafted by the
secretaries of the drafting group, Zhang Shiwei and Jiang Han, covered clinical
questions and outcome indicators based on prior literature search. Experts were asked
for their opinions and any additional questions.

2.1.2 List of Interviewed Experts

Table 3 Basic information of the interviewed experts

Name Hospital Position/Title Specialty
Wang The First Hospital of Peking ~ Chief Western Internal
Huahong  University Physician Medicine
Duan The Third Hospital of Peking ~ Chief Western Internal
Liping University Physician Medicine
Union Hospital, Tongji
Hou Medical College, Huazhong Chief Western Internal
Xiaohua  University of Science and Physician Medicine
Technology

10



] ] ] ) Integrated Traditional
Zhang The First Hospital of Peking ~ Chief )
Chinese and Western

Xuezhi University Physician .
Internal Medicine
Wangjing Hospital, China . i
) ) ) ) Department Traditional Chinese
Wei Wei  Academy of Chinese Medical o
] Head Internal Medicine
Sciences
Wangjing Hospital, China . . i
Su ) ) Chief Traditional Chinese
) Academy of Chinese Medical o o
Xiaolan . Physician Internal Medicine
Sciences
Yang Hebei Provincial Hospital of ) Traditional Chinese
) . ) o President o
Qian Traditional Chinese Medicine Internal Medicine

2.1.3 Interview Outline:

Clinical Questions: (1) How to guide TCM treatment of functional dyspepsia with
modern medical test results? (2) How effective are classical TCM formulas for FD
patients with syndrome of intermingled heat and cold? (3) How effective are classical
TCM formulas for FD patients with syndrome of spleen deficiency and qi stagnation?
(4) How effective are Chinese patent medicines for FD patients with syndrome of
spleen deficiency and qi stagnation? (5) How effective are classical TCM formulas for
FD patients with syndrome of incoordination between liver and stomach? (6) How
effective are Chinese patent medicines for FD patients with syndrome of
incoordination between liver and stomach? (7) How effective are classical TCM
formulas for FD patients with Syndrome of dampness-heat of spleen and stomach?
How effective are classical TCM formulas for FD patients with syndrome of deficient
cold (weakness) of spleen and stomach? (9) How effective are Chinese patent
medicines for FD patients with syndrome of deficient cold (weakness) of spleen and
stomach? How effective is food therapy for FD? What are the specific methods?
(1) How effective is body - surface medical intervention for FD? What are the specific
methods? (12) What precautions should FD patients take during TCM treatment? How
to avoid adverse reactions? (3) Should FD patients follow lifestyle guidance? How to
follow it? Should FD patients receive adjunctive psychological therapy? How to
receive it? (15 What is the prognosis of FD patients?

Outcome Indicators: (1) Clinical efficacy (total effectiveness rate) (2) Clinical
recurrence rate (3) Gastric emptying rate (real - time ultrasound, barium meal method,
etc.) (4) Abdominal pain: Numerical Rating Scale (NRS) score (5) TCM syndrome
score for FD (6) Scores for each symptom of TCM syndrome in FD (7) FD single -
symptom quantification and grading Nepean Dyspepsia Symptom Index (NDSI)

11



(9) Nepean Dyspepsia Quality of Life Index (NDLQI) Functional Dyspepsia
Quality of Life Scale (FDDQL) (11) Short - Form Health Survey (SF - 36) (12
Hamilton Anxiety Scale (HAMA) (13) Hamilton Depression Scale (HAMD) Self -
Rating Anxiety Scale (SAS) (5 Self - Rating Depression Scale (SDS)

2.1.4 Determination of Clinical Questions and Outcome Indicators:

Clinical Questions: (1) How effective are classical TCM formulas for FD patients
with syndrome of intermingled heat and cold? (2) How effective are classical TCM
formulas for FD patients with syndrome of spleen deficiency and qi stagnation? (3)
How eftective are Chinese patent medicines for FD patients with syndrome of spleen
deficiency and qi stagnation? (4) How effective are classical TCM formulas for FD
patients with syndrome of incoordination between liver and stomach? (5) How
effective are Chinese patent medicines for FD patients with syndrome of
incoordination between liver and stomach? (6) How effective are classical TCM
formulas for FD patients with Syndrome of dampness-heat of spleen and stomach? (7)
How effective are classical TCM formulas for FD patients with syndrome of deficient
cold (weakness) of spleen and stomach? How effective are Chinese patent
medicines for FD patients with syndrome of deficient cold (weakness) of spleen and
stomach? (9) How effective is body - surface medical intervention for FD? What are
the specific methods? Should FD patients follow lifestyle guidance? How to
follow it?

Outcome Indicators: (1) Clinical efficacy (total effectiveness rate) (2) Clinical
recurrence rate (3) Gastric emptying rate (real - time ultrasound, barium meal method,
etc.) (4) Abdominal pain: Numerical Rating Scale (NRS) score (5) TCM syndrome
score for FD (6) Scores for each symptom of TCM syndrome in FD (7) FD single -
symptom quantification and grading Nepean Dyspepsia Symptom Index (NDSI)
(9) Nepean Dyspepsia Quality of Life Index (NDLQI) Functional Dyspepsia
Quality of Life Scale (FDDQL) (1) Short - Form Health Survey (SF - 36)

Literature search was conducted based on the above clinical questions and outcome
indicators.

2.2 Literature Search

A computer-based literature search was conducted on databases including CNKI, Wanfang Data,
VIP Database, CBM, PubMed, and Cochrane Library.

2.2.1 Search Terms

2.2.1.1 Chinese Search Terms

Western Medicine Disease Names: WJREPEVH A R/& 5 A E R EGIE/ E ML &
ik

TCM Disease Names: ¥/ 5 Iie i/ e Ia /95 i

Interventions:

Oral Decoctions:
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SETER N BU SR~ N B TN E T35 T3/ SIS UE T3/
R 7 /b b 2 07/ T BH 2 B/ BT 0 38 RE R B 1 B R/ SRR IR SR
RN/ — BB/ | A i B /i AR 2/ e <5 AL/ AR 2205 0 7 SEAR S T/ 541
TR 232/ 9 B A 7N BE AR AR KU 22 W5/ 2 8 9110 5 22 51 = A=)
Chinese Patent Medicines:

B B AL/Z % B R b 2 SUBURL A R RO/ 1 7 1 RURL B T
FR/EEE B i AU/ IR 18 18 FU/AR R T8 m S 8/ AR A AL/ B T B R AL/ A
W NE T AAM AL
External Treatments: £ Jill/£1 72/ 7 /L /AT R 20/ 248 iz Bk 1 24 T 3
Full - text:FEAL
2.2.1.2 English search terms:

Western Medicine Disease Names: Functional dyspepsia/postprandial distress
syndrome/epigastric pain syndrome

TCM Disease Names: Gastric fullness/epigastric pain/ Stomach fullness /fullness
sensation

Interventions: Chaihu Shugan San / Chaihu Liu Jun Zi Tang / Xiang Sha Liu Jun
Zi Tang / Liu Jun Zi Tang / Zhi Shi Xiao Pi Wan / Si Jun Zi Tang / Yue Ju Fang / Bu
Zhong Yi Qi Tang / Sheng Yang Yi Wei Tang / Ban Xia Xie Xin Tang / Xiao Yao San /
Fuzi Li Zhong Wan / Chaihu Da Yuan Yin / Lian Pao Yin / Yi Guan Jian / Yu Nu Jian /
Yi Wei Tang / Xuan Fu Dai Zhe Tang / Zuo Jin Wan / Sheng Jiang Xie Xin Tang /
Chai Zhi Shi Ping Gan Tang / Huang Qi Jian Zhong Tang / Liu Mo Tang / Zhi Shu
Wan / An Zhong Tang / An Wei Tang / Sha Shen Mai Dong Tang / San Ren Tang /
Fuzi Li Zhong Wan / Shen Ling Bai Zhu San / Bu Zhong Yi Qi Ke Li / Qi Zhi Wei
Tong Ke Li / Xiang Sha Yang Wei Ke Li / Wei Su Chong Ji / Bi Ling Wei Tong Ke Li
/ Jia Wei Xiao Yao Wan / Zhi Shu Kuan Zhong Jiao Nang / Mu Xiang Shun Qi Wan /
Jian Wei Xiao Shi Pian / Bao He Wan / Xiang Sha Liu Jun Zi Wan / Bu Zhong Yi Qi
Wan / Acupuncture / Moxibustion / Electroacupuncture / Acupoint-embedding /
Transcutaneous vagus nerve stimulation

Full - text:Randomized.

2.2 Literature Search

The literature search was conducted from the database establishment date to June
2023.

Inclusion Criteria:

Randomized controlled trials and Meta - analyses on TCM treatment of functional
dyspepsia, covering classical TCM formulas (with or without modifications), Chinese
patent medicines, and TCM external therapies.

Exclusion Criteria:

Reviews, commentaries, theoretical discussions, animal experiments, non - TCM

interventions, self - developed Chinese formulas, conference papers, scientific
13



achievements, and incomplete k.
For eligible literature, two researchers extracted the title, authors, publication year,
and outcome indicators (e.g., effectiveness rate, total symptom scores, single -
symptom scores, and other ratings) to conduct evidence synthesis and quality
evaluation. A detailed evidence summary is in Annex 1.
2.2.2 Search Strategies
2.2.2.1 Chinese Search Strategy
Taking the CNKI database as an example:
SU represents subject search, which focuses on the subject terms (machine - indexed
keywords) and covers all content - related fields. During the search, tools like
professional dictionaries, subject thesauri, Chinese - English dictionaries, and stop -
word lists were used. A keyword truncation algorithm was applied to filter out less or
slightly relevant literature. This method aims to capture all thematic features of an
article and is suitable for quick queries and research by general users.
TKA represents search of title, keywords, and abstract. The search strategy is as
follows: (SU= (FJREMEHLARR) OR SU= (5 RiELEA1E) OR SU= (M
ZitrfiE) ORSU= (HJE) ORSU= (HJEJ) ORSU= (g5 ORSU= (i
) ORTKA= (BEAELAMIE) ORTKA= (JEFLZEEIE) ORTKA= (H
J&) ORTKA= (BfE) ORTKA= (if5) ORTKA= (J&f#) ) AND (SU=
(SR ATHD  OR SU= (BEATNET#) ORSU= (FWP/NET#) ORSU=
(SHF) ORSU= (BSEEAD OR SU= (JUHEFi7) OR SU= GEE )
OR SU= (42 <i7) OR SU=(JHH2 H#%) OR SU=(FHEi5.i7) OR SU=
GHEZEHD OR SU= (JFHEH1AL) OR SU= (BEHHIBJEIK)  OR SU= GEFMIO
OR SU= (—B{HI) ORSU= (EXLH ORSU= (ziH¥%) ORSU= (g
M%) ORSU= (fi4xA) ORSU= (E£E0Z) ORSU= GERSSEFZ)
OR SU= (SEMIKERT-2697) OR SU= GHICEF7) OR SU=(/NE7) OR SU=
(BRI ORSU= (%H1%) ORSU= (%H#%) ORSU= (WZ#E%47) OR
SU= (=42%%) ORSU= (MtFHFH) ORSU= (ZEHARHED ORSU= (%
H UKL OR SU= (/Ui BYBATRL)  OR SU= (FRP IR E AR  OR SU=
(B 757D OR SU= (BER BJEMIKL) OR SU= (JIBRIEEH) OR SU= (1
ARFEFEE) ORSU= CRFMAD ORSU= (EBEWHEHFD OR SU= (LA
) ORSU= (FWAETHI) ORSU= KhHz M) ORSU= (A1) OR
SU= (%) ORSU= (%) ORSU= (H4f) ORSU= (JUA#HZE) OR SU=
(Z R HREMARED ORTKA= (SEHEHED) OR TKA= (BEATANE )
OR TKA= (FW/NET#%) ORTKA= ONETi%) ORTKA= RSB
OR TKA= (JUH 1> OR TKA=CGH#§77) ORTKA=($pH17i7¥%) OR TKA=
(FIBHZEE ) ORTKA= CGEEE0%) ORTKA= GHIEHD OR TKA= (Jff
FHEHFH) ORTKA= CBEHIAJEK) OR TKA= GEAMAD) ORTKA= (—1f
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HD) ORTKA= (EZFI) ORTKA= (#H¥%) ORTKA= (EEMRH#Z%) OR
TKA= (74 /) OR TKA=(4ZV5.07%) OR TKA= (S5 F %) OR TKA=
(SRR T22) OR TKA= GHREH) OR TKA= (JNF#7) OR TKA=
(BRI ORTKA= (%Hi7) ORTKA= (%H#%) ORTKA= (HHEXL
%) ORTKA= (=/{2%%) ORTKA= ([ 7HPH) ORTKA= (ZEHARHED
OR TKA= (AM2ESHR)  OR TKA= (CSff HMRD) ORTKA= (FHb7EH
BR) ORTKA= (H#7) ORTKA= (EE ERBK) OR TKA= (Jnbk
JHIEA) ORTKA= (BIRTEH i) ORTKA= CRFIHSH) ORTKA= (f
HHEH) ORTKA= (ffF1H) ORTKA= (FWAETH) ORTKA= Ckh
F135 <A OR TKA= (51D ORTKA= (¥ %) ORTKA= (%) OR TKA=
(HER) OR TKA=(JURi#ZE) OR TKA=(Z Bk EMEA ) ) AND (FT=
(BEFL) ORFT= (RCT) )
2.2.2.2 English search formula
PubMed as an example. The search formula is:
#l1 ((((((Functional  dyspepsia[Title/Abstract]) OR (postprandial distress
syndrome|[Title/Abstract])) OR (epigastric pain syndrome[Title/Abstract])) OR
(Gastric fullness|[Title/Abstract])) OR (epigastric pain|[Title/Abstract])) OR (stomach
fullness|[ Title/Abstract])) OR (fullness sensation[Title/Abstract])
#2 ”Functional dyspepsia”’[Mesh Terms]
#3 ”Postprandial distress syndrome”[Mesh Terms]
#4 “Epigastric pain syndrome”’[Mesh Terms]
#5 #1 OR #2 OR #3 OR #4
#6 - ((CCCCeeeeeeeeeccccccccccccccccccc((Chaihu- Shugan - San[Title/Abstract]) OR
(Chaihu Liu Jun Zi Tang[Title/Abstract])) OR (Xiang Sha Liu Jun Zi
Tang[Title/Abstract])) OR (Liu Jun Zi Tang[Title/Abstract])) OR (Zhi Shi Xiao Pi
Wan|[Title/Abstract])) OR (Si Jun Zi Tang[Title/Abstract])) OR (Yue Ju
Fang[Title/Abstract])) OR (Bu Zhong Yi Qi Tang[Title/Abstract])) OR (Sheng Yang
Yi Wei Tang|[Title/Abstract])) OR (Ban Xia Xie Xin Tang[Title/Abstract])) OR (Xiao
Yao San[Title/Abstract])) OR (Fuzi Li Zhong Wan[Title/Abstract])) OR (Chaihu Da
Yuan Yin[Title/Abstract])) OR (Lian Pao Yin[Title/Abstract])) OR (Yi Guan
Jian[Title/Abstract])) OR (Yu Nu Jian[Title/Abstract])) OR (Yi Wei
Tang[Title/Abstract])) OR (Xuan Fu Dai Zhe Tang[Title/Abstract])) OR (Zuo Jin
Wan|[Title/Abstract])) OR (Sheng Jiang Xie Xin Tang[Title/Abstract])) OR (Chai Zhi
Shi Ping Gan Tang[Title/Abstract])) OR (Huang Qi Jian Zhong Tang|Title/Abstract]))
OR (Liu Mo Tang[Title/Abstract])) OR (Zhi Shu Wan[Title/Abstract])) OR (An
Zhong Tang[Title/Abstract])) OR (An Wei Tang|[Title/Abstract])) OR (Sha Shen Mai
Dong Tang[Title/Abstract])) OR (San Ren Tang[Title/Abstract])) OR (Fuzi Li Zhong
Wan|[Title/Abstract])) OR (Shen Ling Bai Zhu San[Title/Abstract])) OR (Bu Zhong Yi

Qi Ke Li[Title/Abstract])) OR (Qi Zhi Wei Tong Ke Li[Title/Abstract])) OR (Xiang
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Sha Yang Wei Ke Li[Title/Abstract])) OR (Wei Su Chong Ji[Title/Abstract])) OR (Bi
Ling Wei Tong Ke Li[Title/Abstract])) OR (Jia Wei Xiao Yao Wan[Title/Abstract]))
OR (Zhi Shu Kuan Zhong Jiao Nang[Title/Abstract])) OR (Mu Xiang Shun Qi
Wan|[Title/Abstract])) OR (Jian Wei Xiao Shi Pian[Title/Abstract])) OR (Bao He
Wan|[Title/Abstract])) OR (Xiang Sha Liu Jun Zi Wan|[Title/Abstract])) OR (Bu
Zhong Yi Qi Wan[Title/Abstract])) OR (Acupuncture[Title/Abstract])) OR
(Moxibustion[Title/Abstract])) OR  (Electroacupuncture[Title/Abstract])) OR
(Acupoint-embedding[Title/Abstract])) OR  (Transcutaneous  vagus  nerve
stimulation[ Title/Abstract])

#7 randomized|Text Word]

##5 AND #6 AND #7

2.3 Expert questionnaire survey

After summarizing and critically analyzing the relevant literature, the project team
employed the Delphi method to develop an expert questionnaire. Subsequently, the
selected experts participated in two rounds of questionnaire surveys based on
predefined criteria. The criteria for expert selection included holding an associate
senior professional title with substantial clinical experience, demonstrating interest
and commitment to completing multiple rounds of expert consultations, and ensuring
regional diversity in the distribution of experts during the selection process.

A comprehensive statistical analysis was performed on the experts' responses. The
results of the first-round questionnaires were imported into Excel software for
evaluation, utilizing statistical measures such as the experts' positive coefficient,
authority coefficient, and Kendall's W. In the second round of questionnaires, the
GRADE grid counting method was employed to assess the strength of
recommendations. If the proportion of votes for any option under "recommendations,"
excluding "C," exceeds 50%, a consensus is deemed to have been reached, allowing
for the direct determination of the direction and intensity of the recommendation. A
indicates a strong recommendation, B indicates a weak recommendation, C indicates
uncertainty, D indicates a weak non-recommendation, and E indicates a strong
non-recommendation. If none of the squares exceeds 50%, but the cumulative
percentage of votes on one side of the "C" square exceeds 70%, it is also considered a
consensus with a direction of recommendation. In this case, the recommendation
intensity is classified as "weak," and the item is regarded as requiring further
clarification during the development of this guideline. Any scenario not meeting the
aforementioned conditions will be deemed as no consensus. The preliminary entries
derived from the expert consensus screening process will be reviewed and refined by
the formulation panel to determine the final included entries. Based on the analysis
and synthesis of expert opinions using mathematical statistics, the first-round

questionnaires were revised into the second-round questionnaires, which subsequently
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led to the initial drafting of the “International Clinical Practice Guideline of Chinese
Medicine for Functional Dyspepsia”. See Annex 2 and 3.

2.4 Expert review meeting

An expert review meeting regarding the draft of the “International Clinical Practice
Guideline of Chinese Medicine for Functional Dyspepsia” was conducted online in
January 2025. The working group presented the draft standard and highlighted the key
issues requiring attention from the expert panel. The meeting meticulously evaluated
the draft of the “International Clinical Practice Guideline of Chinese Medicine for
Functional Dyspepsia”. Experts actively participated in discussions, expressing
general approval of the draft submitted by the project team, deeming it sufficiently
mature to serve as the foundational text for this standard. Through deliberation on
several specific aspects of the draft, the experts reached a consensus and provided
numerous constructive suggestions for revision, which are detailed in Annex 4.

3. Relationship with relevant laws, regulations and mandatory standards

The “International Clinical Practice Guideline of Chinese Medicine for Functional
Dyspepsia” developed by our project team is fully aligned with current laws,
regulations, and mandatory standards. During the compilation process, strict
adherence to both international and domestic standards was maintained, ensuring that
the content of the text is not only compliant but also well-supported.

4. The process and basis for handling major opinions

After completing the research on the standard literature for this guideline, an expert
questionnaire was developed. Two rounds of Delphi-method-based expert
questionnaires were conducted to gather expert opinions, with 31 expert feedback
responses collected in each round. The experts generally endorsed the questionnaire
content and provided specific comments on certain issues. Based on the experts'
revision suggestions, the project team conducted a secondary literature search and
integrated field-specific expert opinions to revise the manuscript, thereby forming an
initial draft. Following the review of the initial draft by the expert review meeting and
incorporating the experts' feedback, the revised draft was submitted to the expert
guidance group for further evaluation. The project team comprehensively analyzed all
suggestions according to the "evidence-based" principle, determined their
applicability along with corresponding reasons, and subsequently revised the initial
draft to produce the final guideline draft. A methodological quality assessment and
peer review of the guidelines will be carried out, with expert recommendations
carefully considered and adopted to further refine and enhance the guidelines.

5. Suggestions as a recommended guideline

The “International Clinical Practice Guideline of Chinese Medicine for Functional
Dyspepsia” delineates the diagnostic criteria and traditional Chinese medicine (TCM)

treatment protocols for functional dyspepsia. This guideline is applicable to the
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diagnosis and treatment of functional dyspepsia across various medical institutions,
including TCM hospitals, general hospitals, integrated TCM-Western medicine
hospitals, primary care facilities, and other healthcare organizations. Its purpose is to
provide a framework for the development of standardized diagnostic and therapeutic
protocols for functional dyspepsia, enhancing the accuracy, authority, and
representativeness of these standards. Furthermore, it aims to meet the practical
requirements of functional dyspepsia practice standards in both clinical and basic
research. Specifically, the recommendations within this guideline are designed to
inform the development of “International Clinical Practice Guideline of Chinese
Medicine for Functional Dyspepsia” and can be broadly applied in clinical practice,
education, and scientific research related to this condition.

6. Implement the requirements and measures of the guideline

The “International Clinical Practice Guideline of Chinese Medicine for Functional
Dyspepsia” developed by this project, after being reviewed and officially approved
for release, should be promoted, implemented, and disseminated through multiple
channels.

1.Industry-wide promotion and implementation will be uniformly organized by the
World Federation of Chinese Medicine Societies.

2.Training courses and continuing education programs focused on the application and
dissemination of these standards will be organized to train relevant professionals and
enhance the promotion and application of the guidelines.

3.The two academic platforms, namely the Pulmonary Rehabilitation Professional
Committee of the World Federation of Chinese Medicine Societies and the Lung
Disease Branch of the Chinese Society of Ethnic Medicine, will be utilized to
introduce and promote the guidelines in various domestic and international academic
activities.

4.The guidelines and related academic papers will be published in reputable academic
journals to further promote their adoption and incorporate feedback for continuous
improvement.

7. Facilitators and hindrances in application

None.

8. Other matters that should be explained

It is recommended that this guideline be further supplemented, revised, and updated
three to five years after its release and implementation, in accordance with
advancements in clinical research and technical methodologies.

9. Annex

Annex | Summary report of literature evidence on “International Clinical Practice
Guideline of Chinese Medicine for Functional Dyspepsia”

Annex 2 Work Report on the First Round of Expert Questionnaire Survey of
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“International Clinical Practice Guideline of Chinese Medicine for Functional
Dyspepsia”
Annex 3 Work Report on the Second Round of Expert Questionnaire Survey of
“International Clinical Practice Guideline of Chinese Medicine for Functional
Dyspepsia”
Annex 4 “ International Clinical Practice Guideline of Chinese Medicine for

Functional Dyspepsia” (Draft) Minutes of the expert argumentation meeting
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Annex 1
Summary report of literature evidence
1. Literature search results

A total of 9,699 documents were retrieved. Among them, CNKI database
retrieval results: a total of 3,068 bibliographies were retrieved; Wanfang database
search results: A total of 2,619 entries were retrieved; VIP database search results: A
total of 1,632 search entries; China Biomedical Literature Service System search
results: A total of 2,293 search entries; Pubmed search results: 84 entries; Cochrane
search results: A total of 3 search entries. After removing duplicates, a total of 5,138
articles were included.

2. Inclusion and exclusion criteria

Inclusion criteria: (D A clear diagnosis of functional dyspepsia in the literature;
(2 Randomized controlled trials or meta-analysis; 3 The intervention must meet
the following requirements: Experimental group: classic prescriptions of traditional
Chinese medicine and their additions and subtractions, Chinese patent medicines, and
external treatment methods of traditional Chinese medicine; Control group: Western
medical treatment alone or placebo or sham acupuncture.

Exclusion criteria: (D Review type, review, theoretical discussion, animal
experiment, no intervention of traditional Chinese medicine, self-proposed traditional
Chinese medicine prescription, conference, scientific and technological achievements;
@) Literature with outcome indicators that cannot be combined with other studies; @
Meta-analysis where none of the included studies met the inclusion criteria; @
Non-randomized controlled trials.

3. Evidence screening process and results

20



Domestic databases:

CNKI: 3068 articles Foreign databases:
VIP: 2619 articles Cochrane: 3 articles
CBM: 2293 articles PubMed: 84 articles

VIP: 1632 articles

y

The initial search yielded
9, 699 references

Repeat citations of
4561 documents.

After preliminary removal
of duplicates, there are Remove 4744 articles from

5138 papers the reading list based o
n titles and abstracts: r

eviews, animal experiment
s, conference achievement
s, and those not related
to functional dyspepsia.

There were 394 articles

after the second screening
Retention Principles:
® FExperimental Group: Tr Retention Principle:
aditional Chinese Medi ® For the experimental g
cine roup:Classical Chinese
® Control Group:Simple W After reading the full medicine prescription
estern Medicine Treatm text, 324 articles were s (with modifications)
ent / Placebo excluded ® For the control group:
® Experimental Group: Ex Simple Western medicin
ternal Therapy e treatment / Placebo
® Control Group: False A ® \Meta—analysis
cupuncture
70 articles were included

4. Evidence evaluation

Two project team members conducted risk bias assessment on the included RCTS
(generation of random sequences, randomization hiding, blinding, incomplete
outcome reporting, selective outcome reporting, sample size -calculation) in
accordance with the RCT methodological quality evaluation standards in the
"Suggestions on the Grading Standards of Clinical Evidence in Traditional Chinese
Medicine Based on Evidence Body". If there were any differences, they would be
judged through consultation or by a third party.

5. Method of evidence grading

The criteria for evidence grading are based on the suggestions made by Professor Liu

Jianping in his "Suggestions on the Criteria for Grading Clinical Evidence of
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Traditional Chinese Medicine Based on Evidence Body" for evaluating the quality of
evidence in traditional medicine.

Level I: Randomized controlled trials (RCTs) and their systematic reviews, N-of-1
trial systematic reviews

Level II: Non-randomized controlled clinical trials, cohort studies, N-of-1 trials

Level III: Case-control studies, prospective case series

Level IV: Standardized expert consensus’, retrospective case series, historical control
studies

Level V: Non-Standardized Expert Consensus, Case Reports, Experience Summaries
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6. Summary Table of Evidence

Summary table of evidence from included literature
Population(P): FD with syndrome of intermingled heat and cold
Intervention(I): Modified Banxia Xiexin Decoction

Comparator(C): Western medical treatment (domperidone)

Outcome(O):

Certainty assessment Summary of findings
Random Randomization Incomplete Selective Ne of patients

sequence concealment outcome reporting Intervention

generation report outcome group

Clinical total efficacy rate

Hu XL RR=2.00 )
2006 95%ClI[1.69 )
RCT 2 0 0 1 1 0 30/30 30/30 il
231 , P <
0.00001
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Population(P): FD with syndrome of spleen deficiency and qi stagnation

Intervention(I): Modified Xiangsha Liujunzi Decoction

Comparator(C): Western medical treatment (Lansoprazole+Mosapride)

Outcome(O):

Certainty assessment Summary of findings
Ne of | Study | Random Randomization Blind Incomplete Selective Ne of patients Effect Control

studies sequence concealment method | outcome reporting Intervention | Control group

generation report outcome group group

Clinical total efficacy rate

Zeng ZS RR=1.30, 95%
2017, c o (112

RCT 2 0 0 1 1 0 91/104 70/104 il
Zhou WB 1.51] )
2016 P=0.0007
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Population(P): FD with syndrome of spleen deficiency and qi stagnation
Intervention(I): Modified Zhi Shi Xiaopi Wan

Comparator(C): Western medical treatment (Mosapride)

Outcome(O):

Certainty assessment Summary of findings
Random Randomization | Blind Incomplete | Selective Ne of patients Control

sequence concealment outcome reporting Intervention | Control group

generation report outcome group group

Clinical total efficacy rate

Wang
RR=1.33, 95%CI[1.11, 1.59],

D RCT 2 0 0 1 1 0 40/40 30/40 III
P=0.002

2021

Symptom score

Wang

MDscore=4.08, 95%Cl[3.73,
D RCT 2 0 0 1 1 0 40 40 I

4.43], P<<0.00001
2021
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Population(P): FD with syndrome of spleen deficiency and qi stagnation

Intervention(I): Zhizhu Kuanzhong Capsules

Comparator(C): Western medical treatment (Domperidone/Itopride/Mosapride)

Outcome(O):

Certainty assessment Summary of findings
Random Randomization | Blind Incomplete | Selective Effect Control

sequence concealment outcome reporting Intervention | Control group

generation report outcome

Clinical total efficacy rate
Zhu M
2011;
Xu CP

RR=1.26 , 95% CI [1.04 ,

2004, RCT 2 1 0 1 1 0 229/266 122/175 I
1.51], P=0.02

Xiao
BF
2021

Population(P): FD with syndrome of incoordination between liver and stomach
Intervention(I): Modified Chaihu Shugan Powder
Comparator(C): Western medical treatment (Domperidone)

Outcome(O):
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Certainty assessment Summary of findings
Random Randomization | Blind Incomplete | Selective Ne of patients Effect Control

sequence concealment method | outcome reporting Intervention | Control group

generation report outcome group group

Clinical total efficacy rate

Men
RR=1.67,95% ClI[1.15, 2.41],

CY RCT 2 0 0 1 1 0 25/28 15/28 I
P=0.007

2012
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Population(P): FD with syndrome of incoordination between liver and stomach

Intervention(I): Qizhi Weitong Keli

Comparator(C): Placebo
Outcome(O):

Certainty assessment Summary of findings
Ne Random Randomization | Blind Incomplete | Selective Ne of patients Effect Control

studies sequence concealment method | outcome reporting Intervention | Control group

generation report outcome

Clinical total efficacy rate

SuQ RR=3.65, 95%CI[2.36, 5.66],
RCT 2 1 2 1 1 1 66/85 17/80 I
2018 P <0.00001
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Population(P): FD with syndrome of incoordination between liver and stomach

Intervention(I): Biling Weitong Keli

Comparator(C): Placebo
Outcome(O):

Certainty assessment Summary of findings
Ne Random Randomization | Blind Incomplete | Selective Sample | Ne of patients Effect Control

studies sequence concealment method | outcome reporting | size Intervention | Control group

generation report outcome

Clinical total efficacy rate

Wen'Y RR=3.02, 95%CI[2.25, 4.05],
RCT 2 1 2 1 1 1 101/118 34/120 I
2020 P<<0.00001

Quality of life score

Wen'Y MDscore=16.21, 95%CI[12.33,
RCT 2 1 2 1 1 1 118 120 I
2020 20.09], P<<0.00001
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Population(P): FD with syndrome of incoordination between liver and stomach

Intervention(I): Dalitong Keli

Comparator(C): Western medical treatment (Mosapride/Domperidone/Itopride)

Outcome(O):

Certainty assessment Summary of findings
Ne of studies Random Randomization | Blind Incomplete | Selective Ne of patients Effect Control

sequence concealment method | outcome reporting Intervention | Control group

generation report outcome group group

Clinical total efficacy rate
Sun XX 2016;
Liu XJ 2013;
Wu QB 2012;
Li R 2013;
Wang GY RR=1.33 s
2014; HuK RCT 2 0 0 1 1 0 919/1075 554/742 | 95%CI[1.05 , 1l
2005, Wang L 1.22], P=0.002
2004;

Zhu D 2005;
Xu SQ 2009;
JiPZ 2010
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Population(P): FD with syndrome of incoordination between liver and stomach

Intervention(I): Aurantii Fructus Immaturus flavonoid Tablets

Comparator(C): Western medical treatment (Domperidone)

Outcome(O):

Certainty assessment Summary of findings
Ne Random Randomization | Blind Incomplete | Selective Ne of patients Effect Control

studies sequence concealment method | outcome reporting Intervention | Control group

generation report outcome

Symptom Disappearance Rate After Treatment

Wei M RR=0.90 , 95%Cl[0.63 ,
RCT 2 1 1 1 1 2 34/120 38/119 I
2024 1.28]*, P=0.54

Symptom Disappearance Rate at Week 4 of Treatment

Wei M RR=4.96 , 95%CI[1.96 ,
RCT 2 1 1 1 1 2 25/120 5/119 1]
2024 12.52], P=0.0007
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Population(P): FD with syndrome of dampness-heat of spleen and stomach

Intervention(I): Modified Jiawei Lianpu Drink

Comparator(C): Western medical treatment (Domperidone)

Outcome(O):

Certainty assessment Summary of findings
Ne Random Randomization Blind Incomplete Selective Ne of patients Effect Control

studies sequence concealment method | outcome reporting Intervention | Control group

generation report outcome group group

Clinical total efficacy rate

Wen RR=1.33 ’
PY RCT 2 0 0 1 1 0 28/30 21/30 95%CI[1.04 , 11
2014 1.72], P=0.03
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Population(P): FD with syndrome of dampness-heat of spleen and stomach
Intervention(I): Modified Chaihu Dayuan Drink

Comparator(C): Western medical treatment (Mosapride)

Outcome(O):

Certainty assessment Summary of findings
Ne Random Randomization | Blind Incomplete | Selective Ne of patients Effect Control

studies sequence concealment method | outcome reporting Intervention | Control group

generation report outcome

Clinical total efficacy rate

Zhang
RR=2.38, 95%Cl[171, 3.32],

Y RCT 2 0 0 1 1 0 36/36 36/36 1l
P<0.00001

2020

Heavy Sensation in Head and Body Symptom score

Zhang
MDscore='O.8 ’ 95%C|['1.2 ’

Y RCT 2 0 0 1 1 0 36 36 1
-0.4], P<<0.0001

2020

Bitter Taste and Sticky Mouth Symptom score

Zhang
MDscore=-0.83, 95%CI[-1.22,
Y RCT 2 0 0 1 1 0 36 36 2%

-0.44], P<<0.0001
2020

Scanty and Dark Urination Symptom score

Zhang | ger 2 0 0 1 1 0 36 36 MDscore=-0.93, 95%CI[-1.39, | Ill %%
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20207.

-0.47], P<<0.0001
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Population(P): FD with syndrome of dampness-heat of spleen and stomach

Intervention(I): Modified Sanren Decoction

Comparator(C): Western medical treatment (Mosapride / Cisapride)
Outcome(O):

Certainty assessment Summary of findings
Ne Random Randomization | Blind Incomplete | Selective Ne of patients Effect Control

studies sequence concealment method | outcome reporting Intervention | Control group

generation report outcome

Clinical total efficacy rate

Gan
DC
2016; RR=1.13, 95%CI[1.01, 1.27],
RCT 2 0 0 1 1 0 90/97 79/97 1
Wang P =0.03
D 2017
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Population(P): FD with syndrome of deficient cold of spleen and stomach

Intervention(I): Modified Fuzi Lizhong Decoction

Comparator(C): Western medical treatment (Omeprazole)

Outcome(O):

Certainty assessment Summary of findings
Ne Random Randomization | Blind Incomplete | Selective Ne of patients Effect Control

studies sequence concealment method | outcome reporting Intervention | Control group

generation report outcome

Clinical total efficacy rate

Miao
RR=1.22, 95%CI[1.05, 1.41],

XX RCT 2 0 0 1 1 0 45/46 37/46 1l
P=0.01

2018

Abdominal Pain Symptom score

Miao
MDscore=-0.36 , 95%Cl[-0.44 ,

XX RCT 2 0 0 1 1 0 46 46 1
-2.08], P<<0.00001

2018

Abdominal Burning Sensation Symptom score

Miao
MDscore=-0.51, 95%CI[-0.59 ,

XX RCT 2 0 0 1 1 0 46 46 1
-0.43], P<<0.00001

2018

Gastric Distention Symptom score

Miao | et 2 0 0 1 1 0 46 46 MDscore=-0.58 » 95%CI[-0.68, | Ill
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XX

-0.48], P<<0.00001

2018

Belching Symptom score

Miao
MDscore=-0.41, 95%CI[-0.56 ,

XX RCT 2 46 46 1
-0.37], P<<0.00001

2018
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Population(P): FD with syndrome of deficient weakness of spleen and stomach

Intervention(I): Modified Sijunzi Decoction

Comparator(C): Western medical treatment (Domperidone)

Outcome(O):

Certainty assessment Summary of findings
Ne Random Randomization Blind Incomplete Selective Ne of patients Effect Control

studies sequence concealment method | outcome reporting Intervention | Control group

generation report outcome group group

Symptom score

Li YH MDscore=6.50 ,
2008 RCT 2 0 0 1 1 0 45 45 95%Cl [6.32, 6.68], | I
P<<0.00001
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Population(P): FD patients
Intervention(I): Acupuncture (Acupuncture at Baihui (GV20), Zhongwan (CV12), Qihai (CV6), Tianshu (ST25), Neiguan (PC6), Zusanli (ST36), Gongsun (SP4), and
Tanzhong (CV17))

Comparator(C): Sham acupuncture

Outcome(O):

Certainty assessment Summary of findings
Random Randomization Incomplete | Selective Ne of patients Effect Control

sequence concealment outcome reporting Intervention | Control group

generation report outcome group group

4-Week Response Rate

Yang
RR=1.60 , 95% CI[1.32,
JW RCT 2 1 2 1 1 1 97/117 58/112 I

1.95], P<0.00001
2020
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Population(P): FD patients

Intervention(I): Acupuncture, electroacupuncture

Comparator(C): Western Medicine (Prokinetic Agents, Acid Suppressants, or Combination Therapy)
Outcome(O):

Certainty assessment Summary of findings
Ne of studies Random Randomization | Blind Incomplete | Selective Ne of patients Effect Control

sequence concealment method | outcome reporting Intervention | Control group
generation report outcome group group

Clinical total efficacy rate
Chen GE, 2000,
Liu WQ, 2001, Luo
L, 2002, LI HJ
2004 , Zhou Y
2004 , Zhang X]

RR=1.21 )
2004 , Chen Y]

. 95%CI[1.16 ,

2004, Shi H]J 2009, | RCT 2 0 2 1 1 0 948/1030 754/981 125 P II

. , <
Xu GX 2005, Tang ]

0.00001
SX 2006, Zhao YW
2009, Jin L 2013,
Chen MH 2023,
Zhou DQ 2019,
Qiang LM 2018,
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Han J 2017, Liu X
2017, Du R 2016,
Liu WR 2016, XuY
2015, Ren] 2015,
Yuan XX 2015 ,
Zhou L 2014
Zhang YP 2014,
Yang M 2014
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Population(P): FD patients

Intervention(I): Acupuncture, electroacupuncture

Comparator(C): Sham acupuncture

Outcome(O):

Certainty assessment Summary of findings

Ne of studies Random Randomization | Blind Incomplete | Selective Sample | Ne of patients Effect Control

sequence concealment method | outcome reporting size Intervention | Control group

generation report outcome group group

Clinical total efficacy rate

Yang ZQ ,
2011, Zou X
RR=2.33 ,
2021 , Hou
95%CI[1.99 ,
YQ 2020 , RCT 2 1 2 1 1 0 193/223 90/200 I
2741 , P <
Chen P
0.00001
2020, Chen
P 2016,
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Population(P): FD patients
Intervention(I): Acupuncture, electroacupuncture

Comparator(C): Western Medicine (Prokinetics +/- acid suppressants)

Outcome(O):

Certainty assessment Summary of findings
Ne of studies Random Randomization | Blind Incomplete | Selective Ne of patients Effect Control

sequence concealment method | outcome reporting Intervention | Control group

generation report outcome

NDSI

Fan HZ, 2012,
Zhou L 2019,
Dai M 2018,
Li DD 2014,
Sheng w
2013

NDLQI

Fan HZ, 2012,
Zhou L 2019,
Dai M 2018,
Li DD 2014,
Sheng w
2013

MDscore=-7.44 ,
RCT 2 0 2 1 1 0 178 176 95%ClI[-9.79, -5.08], P< | II
0.00001

MDscore=5.71 s
RCT 2 0 2 1 1 0 178 176 95%CI[4.20, 7.23], P< | II
0.00001
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Population(P): FD patients
Intervention(I): Acupuncture, electroacupuncture

Comparator(C): Sham acupuncture

Outcome(O):
Certainty assessment Summary of findings
Ne Random Randomization | Blind Incomplete | Selective Ne of patients Effect Control
studies sequence concealment method | outcome reporting Intervention | Control group
generation report outcome

NDSI

Yang
MDscore=MD=-9.94 ,

ZQ RCT 0 0 2 1 1 0 30 28 III
95%CI[-16.33, -3.55], P =0.002

2011
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Population(P): FD patients

Intervention(I): Transcutaneous auricular vagus nerve stimulation

Comparator(C): Sham transcutaneous auricular vagus nerve stimulation

Outcome(O):

Certainty assessment Summary of findings
Ne Random Randomization | Blind Incomplete | Selective Ne of patients Effect Control

studies sequence concealment method | outcome reporting Intervention | Control group

generation report outcome

The percentage of normal gastric slow waves on an empty stomach

Zhu Y MD=0.15, 95%CI[0.13, 0.17],
RCT 2 1 2 1 1 1 36 39 I
2021 P<<0.00001

The percentage of normal gastric slow waves after a meal

Zhu Y MD=0.10, 95%CI[0.08, 0.13],
RCT 2 1 2 1 1 1 36 39 I
2021 P<<0.00001

Main symptom score

Wu D MDscore=-5.02, 95%CI[-6.34,

RCT 2 1 1 1 1 0 45 45 I
2020 -3.70], P <0.00001
FDDQL
Wu D MDscore=2.56 ,  95%CI[0.91 ,

RCT 2 1 1 1 1 0 45 45 I
2020 4.21], P=0.002
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Population(P): FD patients

Intervention(I): Auricular therapy

Comparator(C): Western medical treatment (Mosapride Citrate Dispersible Tablets)
Outcome(O):

Certainty assessment Summary of findings
Ne Random Randomization | Blind Incomplete | Selective Sample | Ne of patients Effect Control

studies sequence concealment method | outcome reporting | size Intervention | Control group
generation report outcome

Nipine dyspepsia index

Wang
MDscore=-4.94, 95%CI[-9.32,

D RCT 2 0 0 1 1 0 30 30 III
-0.56], P=0.03

2018

Quality of life score

Wang

MDscore=5.37 ;  95%Cl[2.95 ,
D RCT 2 0 0 1 1 0 30 30 il

7.79], P <<0.0001
2018
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Population(P): FD patients
Intervention(I): Acupoint thread embedding (Zhongwan, Tianshu, Gan Shu, Zusanli, PI Shu, Wei Shu thread embedding)

Comparator(C): Western medical treatment (Cisapride)

Outcome(O):

Certainty assessment Summary of findings

Ne of | Study FEVLFRFIR | BE ML | B | AREER | EFEERE
studies A 7% WwE

Clinical total efficacy rate

6 2 Xt 20
Jiao YX
RR=1.12, 95%CI[0.96, 1.29],

2006 RCT 2 0 0 1 1 0 58/60 26/30 1
P=0.15

Note: Evidence Synthesis
Data extracted from the included studies will be imported into Review Manager 5.3 software to calculate effect sizes and confidence intervals. For dichotomous
variables, the relative risk (RR) with 95% confidence intervals (CI) will be used, while for continuous variables, the mean difference (MD) with 95% CI will be

reported.
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Annex 2

Work Report on the First Round of Expert Questionnaire Survey of

“International Clinical Practice Guideline of Chinese Medicine for Functional

Dyspepsia”

The design of the first-round expert questionnaire for the “International Clinical

Practice Guideline of Chinese Medicine for Functional Dyspepsia” was based on

evidence-based medicine principles and the Delphi method. Building on literature

research, the project team conducted thorough discussions to select relevant items

tailored to the study's focus. These items were provided to experts for assigning scores

to each indicator and submitting written supplementary or revision suggestions. A

total of 35 valid questionnaires were collected from experts. The analysis and

summary of these 35 responses are as follows:

1. Statistical Analysis of Expert Basic Information and Expert Response Rate

1.1 Statistical analysis of basic information of experts

Gender Degree Years of work experience
(years)
Male Female Bachelor's | Master's Doctorate Average Years (of Work
Experience)
22 13 (37.15%) | 6 4 25 3249.61
(62.86%) ( 17.14% | ( 11.43% | (71.43%)
) )

Title - - -
Chief Associate Attending | - - -
Physician Chief Physician

Physician
34 1 (2.86%) 0 - - -

(97.14%)

Occupation
TCM Integrated Western Acupunctu | Scientific Other (Nurse)
Physician Chinese and | medicine rist researchers

Western physician

Medicine

Physician
14 (40%) |8 (22.86%) |8 1 (2.86%) | 2 (5.71%) |2 (5.71%)

( 22.86%
)

Note: Percentages for each category are indicated in parentheses.

1.2 Expert Response Rate
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A total of 38 questionnaires were distributed in the first round of the expert survey,
and 35 valid responses were received, yielding a response rate of 92.1%.

2.Analysis of the Expert Questionnaire

2.1 Composition and Evaluation Methodology of the Expert Questionnaire

The first-round expert questionnaire for the “International Clinical Practice Guideline
of Chinese Medicine for Functional Dyspepsia” was structured into three main
sections: TCM Syndrome Differentiation, TCM Treatment, and Lifestyle Guidance.
Following each section, experts were invited to provide specific written comments,
supplementary suggestions, and revisions.

2.1.2 Evaluation Method

The responses to all items in the expert questionnaire were uniformly evaluated using
the following scale: Agree; Agree with minor reservations; Agree with major
reservations; Disagree with reservations; Strongly disagree; assigned 5, 4, 3, 2, and 1
points, respectively.

2.1.3 Statistical Analysis Method

The agreement rate was calculated as the combined proportion of responses
categorized under "Agree," "Agree with minor reservations," and "Agree with major
reservations" in the expert questionnaire, denoted as the consensus level. Items with a
consensus level > 70% were categorized as reaching consensus, while those with a
consensus level <70% were flagged for further discussion during expert consensus
meetings.

2.1.3.1 Main process

Items | Primary Secondary Indicator | Agreement Rate | Consensus
Indicator Reached?

1 TCM Syndrome of | 91.42% Yes
Syndrome intermingled heat and

Differentiation | cold

2 Syndrome of liver | 65.71% No

depression and spleen

deficiency

3 Syndrome of liver | 62.85% No
depression and qi
stagnation

4 Syndrome of Spleen | 85.71% Yes
Deficiency and Qi
Stagnation

5 Syndrome of | 94.28% Yes
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incoordination

between liver and

stomach
6 Syndrome of | 71.43% Yes
dampness-heat of
spleen and stomach
7 Syndrome of internal | 62.86% No
accumulation of
damp-heat
8 Syndrome of | 91.42% Yes
deficient cold
(weakness) of spleen
and stomach
9 Syndrome of qi | 60% No
deficiency in the
spleen and stomach
10 Syndrome of stomach | 34.29% No
deficiency, qi
stagnation and
phlegm obstruction
11 TCM Classic TCM | 100% Yes
Treatment Formulas
12 Chinese patent | 100% Yes
medicines
13 External therapies 100% Yes
14 Lifestyle Daily Lifestyle | 100% Yes
Guidance Routines
15 Mental Health 100% Yes
16 Dietary  Regulation | 100% Yes

and Care
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Annex 3
Work Report on the Second Round of Expert Questionnaire Survey of
“International Clinical Practice Guideline of Chinese Medicine for Functional
Dyspepsia”
Based on literature research and the first round of expert questionnaires, the project
team has reached a preliminary consensus on the core components of TCM syndrome
TCM treatment,

recommendations require further deliberation. Following a systematic review of

differentiation, and lifestyle guidance. However, specific
commonly used classic TCM formulas, Chinese patent medicines, and external
therapies, the second-round expert consultation aimed to refine these details. A total
of 38 valid responses were collected from experts in this round. The analysis and
summary of the 38 questionnaires are presented below:

1. Statistical Analysis of Expert Basic Information and Expert Response Rate

1.1 Statistical analysis of basic information of experts

Gender Degree Years of
work
experience
(years)

Male Female Bachelor's Master's Doctorate Average
Years (of
Work
Experience)

24 (63.16%) | 14 (36.84%) | 8 (21.05%) 5 (13.16%) 25 (65.79%) 3549.61

Title - - -

Chief Associate Attending Other - -

Physician Chief Physician

Physician

34(89.47%) | 1 (2.63%) 0 3 (7.89%) - -

Occupation

TCM Integrated Western medicine | Acupuncturist | Scientific Other

Physician Chinese and | physician researchers

Western
Medicine
Physician
14 (36.84%) | 8 (21.05%) | 8 (21.05%) 1 (2.63%) 2 (5.26%) 5 (13.15%)

Note: Percentages for each category are indicated in parentheses.

1.2 Expert Response Rate

In the second round of the expert questionnaire survey, 38 questionnaires were
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distributed, and 38 completed responses were received, resulting in a 100% response
rate.
2.Analysis of the Expert Questionnaire
2.1 Expert questionnaire and evaluation method
The second-round expert questionnaire for the “International Clinical Practice
Guideline of Chinese Medicine for Functional Dyspepsia” focused on specific
recommendations, with experts invited to provide detailed written comments,
supplementary suggestions, and revisions following each section.
2.1.2 Evaluation Method
The strength of recommendations is determined using the GRADE grid voting
method. A consensus is reached if any voting grid, except for "C," receives more than
50% of votes, allowing direct determination of the recommendation direction and
strength:

A: Strong recommendation

B: Weak recommendation

C: Uncertain

D: Weak against recommendation

E: Strong against recommendation
If no single grid exceeds 50% of votes, but the combined votes of the two grids
adjacent to "C" on either side exceed 70%, consensus is also considered achieved, and
the recommendation strength is classified as "weak".

2.1.3.1 Recommendation voting results

No. Votes for Recommendation

Recommendation Items Strength/Direction

'T\ 1\ 'T‘ / \1, \1, \1, Rounds | Reached?

Voting | Consensus

For patients with FD syndrome of

intermingled heat and cold, Banxia
1 o o 30 7 0 0 1 1 Yes
Xiexin Decoction is

recommended.

For FD patients with spleen
deficiency and qi stagnation
2 ) o 32 6 0 0 0 1 Yes
syndrome, Xiangsha Liujunzi

Decoction is recommended.

For FD patients with spleen

deficiency and qi stagnation
3 28 | 10 0 0 0 1 Yes
syndrome, Zhishi Xiaopi Wan is

recommended.
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For FD patients with spleen
deficiency and qi stagnation
syndrome, Chinese patent
medicine Xiangsha Liujun Pill is

recommended.

30

Yes

For FD patients with spleen
deficiency and qi stagnation
syndrome, Chinese patent
medicine Zhizhu Kuanzhong

Capsule is recommended.

32

Yes

For FD patients with syndrome of
incoordination between liver and
stomach, Chaihu Shugan San is

recommended..

27

11

Yes

For FD patients with syndrome of
incoordination between liver and
stomach, Chinese patent medicine
Qizhi Weitong Keli /Pian is

recommended.

34

Yes

For FD patients with syndrome of
incoordination between liver and
stomach, Chinese patent medicine
Beiling weitong Keli is

recommended.

32

Yes

For FD patients with syndrome of
incoordination between liver and
stomach, Chinese patent medicine

Dalitong keli is recommended.

22

16

Yes

10

For FD patients with syndrome of
incoordination between liver and
stomach, Chinese patent medicine

Aurantii Fructus Immaturus

flavonoid Tablets is recommended.

29

Yes

11

For FD patients with syndrome of
dampness-heat of the spleen and
stomach in FD, Lianpo Decoction

is recommended.

21

17

Yes

54




12

For FD patients with syndrome of
Dampness is heavier than heat in
the Spleen-Stomach
Dampness-Heat, it is
recommended to use the Chaihu

Dayuan Decoction.

25

11

Yes

13

For patients with FD syndrome of
Equal Predominance of Dampness
and Heat in the Spleen-Stomach
Dampness-Heat, Sanren Decoction

is recommended.

20

17

Yes

14

For FD patients with syndrome of
deficient cold of spleen and
stomach, Fuzi Lizhong Decoction

is recommended.

28

Yes

15

For FD patients with Syndrome of
Spleen and Stomach Deficiency,
Sijunzi Decoction is

recommended.

28

10

Yes

16

For FD patients with spleen and
stomach coldness syndrome,
Chinese patent medicine Fuzi

Lizhong Pills is recommended.

26

10

Yes

17

For FD patients with Syndrome of
Spleen and Stomach Deficiency
Syndrome, Chinese patent
medicine Shenling Baizhu Keli is

recommended.

26

Yes

18

Acupuncture or
Electroacupuncture is
recommended to improve the
4-week response rate and clinical
efficacy, as well as to enhance
Nepean Dyspepsia Symptom
Index (NDSI) and Nepean
Dyspepsia Life Quality Index
(NDLQI) scores.

28

10

Yes
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19

It is recommended to use
Transcutaneous Auricular Vagus
Nerve Stimulation (taVNS) to
improve the symptoms and quality

of life of FD.

23

14

Yes

20

It is recommended to use
Auricular Acupoint Therapy to
improve FD symptoms and quality
of life.

15

22

Yes

21

It is recommended to use Acupoint
Embedding Therapy to enhance

clinical efficacy in FD.

14

22

Yes
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Annex 4
“International Clinical Practice Guideline of Chinese Medicine for Functional
Dyspepsia” (Draft)
Minutes of the expert argumentation meeting

Meeting Date: January 25, 2025
Location: Online Tencent Meeting
Attendees: Wei Wei, Rong Peijing, Liu Jianping, Chen Wei, Zhang Xuezhi, Su
Xiaolan, Wang Hongbing, Du Zhengguang, Wang Yangang, Fang Jiliang, Shi
Zhaohong, Su Juanping, Wang Chuijie, Ding Xia, Chi Lili, Gong Yang, Liu Huayi, Hu
Yunlian, Ke Xiao, Shen Hong, Yang Qian, Huang Suiping, Liu Qiquan, Yu Tao, Li
Jingnan, Wang Huahong, Xia Zhiwei, Ding Shigang, Du Shiyu, Lan Yu, Zhang
Xiaolan, Wang Bangmao, Tang Yanping, Xiao Xiaohe, Wang Linheng, He Ling, Suo
Biao, Cao Junling, Liu Jianxun, Sun Xiaobo, Cao Yanxia, Chen Yixiu
Meeting Chair: Zhang Shiyi
Organizing Committee: Zhang Shiyi, Jiang Han, Yu Fanya, Qian Zixing, Wang Chun
Project Secretary Jiang Han briefed the experts on the working group's progress:
The development of the “ International Clinical Practice Guideline of Chinese
Medicine for Functional Dyspepsia” officially commenced in November 2022. Under
the guidance of the International Expert Steering Group for Functional Dyspepsia, a
working group was established by the end of December 2022. Following its formation,
the group initiated a literature review, retrieving 9,699 articles related to functional
dyspepsia. After screening, a literature review summary was prepared.
Based on this research, the project team collaboratively designed an expert
questionnaire, which was distributed to specialists nationwide. By the end of January
2025, two rounds of expert surveys had been completed, with statistical
analyses and survey summaries conducted after each round.
Through literature research and expert consultations, the working group drafted
the “ International Clinical Practice Guideline of Chinese Medicine for Functional
Dyspepsia” and submitted it for review at the expert consensus meeting.
Professor Chen Wei, a guideline development expert, delivered a presentation
titled Introduction to Expert Consensus Methods: This session outlined common
methodologies for forming expert consensus, including the Delphi method, Nominal
Group Technique (NGT), Consensus Conference Method, and Modified Delphi
method. A detailed analysis was provided on the strengths, limitations, and practical
applications of each approach.

Following this, Project Secretary Zhang Shiyi presented the draft content of
the “ International Clinical Practice Guideline of Chinese Medicine for Functional
Dyspepsia” to the expert panel, highlighting key issues requiring focused discussion.

Prior to the meeting, experts had received and reviewed the electronic draft of
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the guidelines. During the session, participants actively contributed insights. In-depth
discussions were held on specific aspects of the draft, resulting in broad
consensus and actionable revisions. Key modifications included:

(1) Revise recommendation statements to: "For FD patients with [specific
syndrome], [specific herbal formula] is recommended." Ensure terms like "effective
rate" or "total effective rate" align with definitions in cited literature.

(2) Verify the original herbal compositions of classic TCM formulas and revise
descriptions of individualized modifications.

(3) Update administration guidelines to: "One dose daily, decocted twice in
water to yield 300 - 400 ml. Divide into two portions (150 - 200 ml each) and take
orally before morning and evening meals, or as prescribed by the physician."

(4) Add sections on recommended treatment duration and safety information

(5) In Chinese patent medicines, it is recommended to add Xiangsha Liujun Pills
for syndrome of spleen deficiency and qi stagnation syndrome, Aurantii Fructus
Immaturus flavonoid Tablets for syndrome of incoordination between liver and stomach, and
Fuzi Lizhong Pills (Concentrated Pills) for syndrome of deficient cold (weakness) of
spleen and stomach.

(6) Clarify operational procedures and standardize treatment duration for
auricular therapy.

Following thorough evaluation, the expert panel concluded that the draft of

the “ International Clinical Practice Guideline of Chinese Medicine for Functional

Dyspepsia ”  has been largely finalized. The project working group carefully

deliberated on the proposed revisions, implemented minor adjustments to less precise

sections, and prepared the initial draft of the guidelines. This draft will now be
submitted to the expert steering group for further review and validation.

“International Clinical Practice Guideline of Chinese

Medicine for Functional Dyspepsia”

Guideline Development Team

February 12, 2025
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