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Meta—analysis of the effectiveness and safety of tandospirone citrate in the treat-
ment of functional dyspepsia
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[Abstract] Objective To evaluate the efficacy and safety of tandospirone citrate in the treatment of functional dyspepsia.
Method Randomized controlled trials (RCT) of tandospirone citrate in the treatment of functional dyspepsia were searched in databases
including CNKI, Wan Fang, VIP, PubMed, Web of Science, Google Scholar and Clinical Trials, from the inception of these databases to
August 2020. The methodological quality of the included RCTs was evaluated via the Cochrane Risk of Bias tool , and the RevMan 5.3
software was used for Meta—analysis. Result 8 RCTs were included, involving 746 patients with FD. The experimental group included
380 patients (using tandospirone alone or tandospirone in combination with other drugs),and the control group included 366 patients (us-
ing placebo or other drugs except tandospirone). The random sequence method was utilized in 6 RCTs, and the sequence were gener-
ated according to admission or visit order in other 2 studies. There were cases of lost to follow—up or drop—outs in some RCTs, which did
not significantly affect the results due to the small number of these cases. All RCTs reported key outcomes of FD, which made selective
reporting bias in a low risk. Meta—analysis results indicated that the overall effective rate in experimental group was significantly higher
than the control group (OR:5.25, 95%CI:3.65 ~ 7.56, P<0.00001), and the incident of adverse reaction has no significant difference be-
tween experiment group and control group (OR:1.58, 95%CI:0.52 ~ 4.77, P = 0.42). Whereas, more adverse reactions could happen
when tandospirone combined with other 5-HT receptor agonists (e.g. Mosapride). Conclusion Compared with conventional treatment,
tandospirone cilrate is effective in the treatment of functional dyspepsia, especially functional dyspepsia with anxiety , and the rate of ad-
verse reactions is lower. Meanwhile, it is recommended to evaluate tandospirone in combination with other 5S—HT agonists to reduce the
incidence of adverse reactions.

[Key words] Tandospirone citrate ; Functional dyspepsia; FD symptom score ; Anxiely score ; System evaluation

HEETE VU & E S5z 2B H (180016—01SZ) ; - ERHE I E (LXYJKF-2020-06)

F—EEE N FA, RO

BIE1EE /i, /AT, E-mail: 1013689837@qq.com

S| FZAS : B a1, BRI, 55 AR B S T DB LA R A R 527 ) Meta T[] PHRAIERR 541, 2022, 45(4)
315-321.DOI: 10.3969/].is5n.2096—3351.2022.04.007



316

PRGEERI RS54 20224F 554548 A4l
Journal of Southwest Medical University Vol.45 No.4 2022

DIRe kI A B (functional dyspepsia, FD) J&7E A
A 3 i A7 LR 1 — Fh D RE R H 1 18 25 RLAE R (func-
tional gastrointestinal disorders, FGIDs), R A RS
TP A 1 L IR AR AR AN Y, A 2 — AR 0 AT
WL A FRIE IIARSEARS FAEAR o % 8 2008 4F H RAY
(Rome 11 T REME B 7 )4 th A2 WikRife , FD 734 F
J1§ 9F 27 5 1iF (epigastric pain syndrome , EPS) 1% J5 AN 1E
ZEA1E (postprandial distress syndrome, PDS ) -~ F 5
Hor EPS RN M HR PSR sk el PDS R BN AR
JE K EREC AR, R FD B R AR - OB -4
" HREGIERR, o R E 2, 6145 E iz 3 )
RESZ A0 , W I IR EAT P SRt , O s e, P AR 2 3R
GEEHL, AR AR TG O AR FD 3E R I R
i (TEAREP B R4 0 21%) , BA R E S+
VRS R FD SR 0 BR DL DTG, [ A
P AR, 18% ~ 60% (1) FD o5 A [R) i A7 £ i 41
HE PR BT MR o BIFSE R I R Ao PR 200 it
R K FD s AR I AL D REHR 227 A= 52 0, (H FD
9 AE e J SR L O BIIRS (N AR JEE ) 3R 30
HH U AR SRR, B LIRS #if 0 BARZS B 2 0 8 2
FD g B A= B2 ) — > B B 52 PR R,

DU VR i Pt 24 BRE A A BIR 2 WA 7™ A AR R R SH 3
W fp e — i e — AR PTARIE 2 . S PR HH R IR
i Je&— g 84 S-HT, , SZARFR 73S0 , AT et Ay
o3 Az 5-HT, SR ] S-HT R & Ry
T BN R FEDT AR A T, 2R RE MR 7F 45 A i 28 T
B RIS (AT 2 M AR PBAE ) s KM ey L T AL
Ptz IR ARSI A 1 RS BRI PR R B R
U B A8 5 2 At DR G L R e A A 7E FD i PR
BT EAT Iz . HATRA S uE 1
BREETT FD 12 2k 5A R B ELZ A 1 RGET
Hro PRIHA SR IR T FHARIE BE 27 07 ik, e PR B
HLXF IR 56 (randomized controlled trial , RCT)X 3H J& 12
BRIGTY FD B2k 5 A R T R G0, IV A
RIS

1 &ZREHZE

1.1 X#EHR

Fr S L 3H EE RRER” or s fE” or “ A ERE” ) and (“TH
7 or “THALA K or “FD” A2 1A, 9 3CLA(“Tandosd-
irone” or “Sediel” or “SM—3997") and ( “functional dys-
pepsia” or “FD” or “indigestion” or “digest” ) i FHir] ,
e NN R AT R R o KR B RS Tk
[ 0 4E S5 7 7 %08 L PubMed . Web of Science
Google Scholar . Clinical Trials 45 . 8 £ ki # fiR 1H Jif 12
FRGYT FD B RO BEBFY , 6 270 1R 15 5 o A
EZE20204F-8 J .

1.2 WANSHERIRAE
1.2.1 sandrfe OBFSEZER . DFFEHE IR ENG T FD
LAV S5A BN A . TR RS RHE
B, ANBRE A S, SCERTE PR A Sy SC S 3
QOWFFRATG  FDIR A, HAERTF & (AR \Rome 11
5 Rome 11 REPE B AR 12 Wikt s @ T T - 12050
2] P S R e S M R ) 5 L 2 E 5 o B2
ol FH 22 et 390 i [ R MR R A1 1 H e 24 (i e 4 —
) ;s @G5 JRAE AR A SCIE R SR A ROCRAE Dy B JR
Fabm , BT 5 R AR 2 A A B e s B
TR o b . TR A Ry BA R (%)=
SBIEL + A5 LA X 100% . (AN KW &
AN R R bR . IREE WSS R Te br e T T e
FDAEARPE 53 M AR IS o3 1 el B A
1.2.2 HebARf ARSI A G R sl &5 bR 15 |
ZRIRSCIR  LASIIAE R G G0 SOk A A 3 S
R CLASE— W R F M HE) (3B RCT STk S Tovk AR I 4 S
Y SCHR
1.3 FRHREUR X HREFEN

il 58— M BORMIZ IR , A48 SCHRIE A B (AnfE
R RS R s ) 5 AR GERRAE (Cliz Webs o A
it EAR T T TR A RCE R BRI R A FD
SRR AR RVE) o BT WA SHEBRARE,
P24 VE A BT AT SRS R AR, TR 48— s Rt
PRIBCGRAR IR o A5 A TE— T SCHRAAAE 4 13, D0 1)
5= AAVEH MR, )5, R RCT BLi PR AR
#E (Cochrane Reviewers Handbook 4.2.3) %} 44 A 19 SCH#k
AT BT PEA
1.4 GitZESH

ASCAH FH RevMan 5.3 854 T Meta 7381 1T
AR 6 bR R A B (odds ratio, OR) o TR}
PRI RN T8 R T 50 2% (mean deviation, MD) 8§ FRifET
% 22 (standard mean difference, SMD) . £ & 1 [X.
[ Al 95% BEAR X (CDFRR . TR (o =
0.1) KRR Ik s () #EA T, I8 H P 2 5 Bt ry ok
INo HFBWITELE R S B EAFAESE 7 22 7 (P <
50%, P> 0.1) , IR F T 72 S8 B AR AL AT Meta 5307 5 45
ARG 25 5 T (P> 509%, P< 0.1) , MR B ALK
M AERLHEAT Meta 537 o

2 #R

21 X ERER

R 2 F 5 F WU S 10 SCRR G 379 75, 28 Blise L 9Ekt
PRI, ARG A SHEBRARUESEA T2 )2 T J5 , 1 8
WSO AARKTSE . TEONABIBFZE R, FD A5 1151
hy 746 1], Hor i 5620 380 9, X HE £ 366 1, FiF A SC
BRI X B R b 5 T AR EAT T 4GS (R



PURBERI B2 20224F R4 4l
Journal of Southwest Medical University Vol.45 No.4 2022

317

T RN R RO & A 50, D) Ik A5 491 450 oy
Ao o EAARDEF A5 R SCHRGE T FD SR
Ve B e e oy o IR0 20 5 % R 4 %) 2 ) LA
RIS #2525
2.2 MANXRRHIE AT RIFES ik FREITH
AHFFEH, Hh 8 3 Bk K 3 3H B IR R A YT FD A9 RCT
PEE I ARRE, WL 1, AR A RS P I R . D
BEMLF 51 A B - 3 3100 RCT 2R T BEHLECT 1 2wl e
RS EA BENLT S, AR 5 3 A5 £ &% B
BL” B = A BEHLT 81 A 5 2 A B 6 L o v RUBSS: 5 2 33

BIFTE 17 51 12 R B U S22 1, A e RS
QB> 20 - 2 A5 AT 73 TC KRBT T AT 48 A B SCHik o
PIRGRIUE . QF W 1 U5 A | BRI
FRWIRUE J7 3 (R FI W AR , HARBFFER A, @
BAn e BT O AR TR A B SCHR T, 2SS RtEbrJe
BRGNS . OEEFEPEAR T - 1 3 RCT BFAd
DARIARS: , HAR AT o T SCRRAY XU DA BAR T
DLPE L RIE 2, ZR E TR AN 8 TR S S £ 1 B
%

R MNSCEREIEAHFE

Table 1 Basic features of the included literatures

=) Y
. TG S TR i g
ik s BB RO pag  HIGEEER s .
N ) 151 I 7 o la JEREEST KE S Ry
REEH XA iy B
MeT A HRPERR (10mg sy 2w BLI 47/42 455+ 3.6/ 5.0 £ 0.6/ Eirsic] 511+ 162/  4.25%/ 91.5%/
20128 dd)+FEERIATT 47.0+33 55+08 62.6+153  7.13%  76.2%
(HAMA)
TR HEFEEER (1omg,  EMAR] 8w BILIL 30/30 3855+ 1175/ 1.09 £0.42/  AKiRi#E KRB 6.67%/ 66.7%/
2017% dd) + 5 b A K] (5mg,tid) 37.85+ 11.07  1.12+0.31 0%  23.3%
(Smg,tid)
P RE 2R (Smg, el Sw  FLLI 53/47 4877 £12.81/  KiE  8.03+437/ K 18.9%/  73.6%/
20181 tid) (5mg, tid) 51.45 + 13.56 16.35 + 5.21 17.0%  31.9%
i 3H EE 2 (10mg, AR 4w B 58/58 4271 +351/ 2454083/ A 87124/  22.4%/ 8621%/
2015 tet) + B b 4 R (5mg, 1ct) 4323416  3.06+1.04 15.7 £ 2.6 0%  31.03%
(5mg, 1ct) (HAMA)
AR/NR JH EE R R 1w ERUAIT(H ew PN 29/28  47.46 + 14.93/ 0.6~9  438+230/ 37.28+4.38/ 24.1%/ 89.7%/
201217 (5mg, td) , 2w /i FEmT 4834 + 1557 9.93+262  60.82+535 10.7%  46.2%
FI 8 M 4 (10mg,  100mg, tid)+ (SAS)
dd) HERETT (E (PRFThm
FEA T IEEY 40mg,qd)
100 mg, tid) +E4E
M (40mg, qd)
2l HEFIEE (10mg, HWaT 4w TSI 49/49 437 £11.2/ 48+13/ 56124/ 6.8+29/  265%/ 85.7%/
2017 dd)+IEERATT (B (RETHms 44.1+£10.8 4614 137143 16332 0%  63.3%
FLHIME 40mg, qd+  40mg,qd+ (HAMA)
b A H smg,  BEAR
tid) 5mg, tid)
HIE HE T (10mg, G  ew  ARIEN 41741 3912+ 357/ K 4511078/ ARE 2.44%/  95.12%/
20201 dd)+ELRA T (B (BESERME 39.20 + 3.62 932+ 1.48 17.07%  78.05%
SR 20mg, qd+ 20mg, qd+
B b A A Smg, eS|
tid) 5mg, tid)
Hiroto I & 12 (10mg, 2R 4w FLLIL 73/71 462 +16.8/ 025~3  410+4.02/ 902+16.7/ 13.3%/ 31.5%/
Miwa2 tid) (10mg, tid) 465+ 17.6 4894341  91.8+147 238%  15%
009! (STAI)

VE A R IRIE 2 vs. IR 2R



318

PRGEERI RS54 20224F 554548 A4l
Journal of Southwest Medical University Vol.45 No.4 2022

Allocation concealment {selection hias)

Other hias

-

Hiroto Miva2009
AiFz018
g0 | @
BRa@z 2| e ?
wikgaT (@0 |2

=h201a |2 D @

-

. Elinding of padicipants and personnel {perfarmance bias)

® O ® ® ® ® | ®|einding ofoutcome assessment (detection hias)

. Random sequence generation {selection bias)

. Selective reporing {reporting bias)

-
-

-
-

-
-
-

i 1y

el otz [ @ |0 | e
wpElT (@0 |

17 T

@ e e e e e e ®|ncomplet outtome data (attrition bias)

T i

B AAFSRERRIELE

Figure 1 Diagram of bias risk assessment for included studies

peies WeEN Ll L | v DR ¥R e )

Random seauencs gznsation (sclection bias) (MMM [

Allgcation conceaiment (selection bias) I |

Blinding of participants and pzrsonnel (performance kias) - ]
Blinding of outcome assessment (detection bias) ]
Incomplete outcom data (atriion bias) |

Selective reporting (reporting hias) - |

Other bias | |
b

0% 25% 50% 75%  100%
B High risk of bias |

| [ Low risk of bias [ unciear risk of bias

B2 WABRHRE KRS EE

Figure 2 Summary of the risk assessment of bias in the included studies
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Figure 3  Comparison of overall effective rate of FD (experimental group vs. control group)
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Figure 7 Comparison of the scores of anxiety improvement between
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