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1. vp P EEREAR P BEE RFERR DS IFSE T, AL 55 100700
2. Kb Egy R esibe , Kilt 301617

E JEIERM S ML A IE(BS-D) M8 K )k 8 R AR IETE UL K AEA 5 HEEAE SC 1
R EERER, P LA 5 5 B A AE (TBS) S B |, Jd 5 i R 3 AR v R . BT R TR
N, TGRS BRI R IR YT IBS RO B4T , (H 1 Tellfs RIFSE UESE & B 2582 528 AR5
K HRTHEE R, DLEE It , RGERE S HT 2021 4F 10 A 2 2022 4 10 H BRI 116 R
FHBE B $E76 97 1) 326 141 IBS-D 85 IR 2515 0 . B W i A MR 55 28 TUE AR B AR o) . B R
FUA3 N E B T8 IR D HE 3R (GSRS) PR 2R AL A 1 B R R 4 . £5 3 on , IBS-D B &tk
LT R (LN 1.3565) , AR E 5 B (52.76%) , Baoph IR FH B LI 69697 IBS-D 4
Lt 90.80% , £ F FE FHEGHE 2 K AR SR 43 L R ZERERAE R 4 LA K R IRE IR AR 43 BT ik 2 e
#(P<0.001), GSRS PE47E 4 3 KA A . 235 (P<0.001) . 326 4% fE 35 1, 99.08% (1) £ 3 X it
JI I IR TT RO RN R, A5 6 N (1.84%) L TR K344, Horp s 1491, 530 AN 2 1), £
AL, 0T 1), EREEANIE 1. 644 /B3 AN IS A7 R A B i 3 R N HH 3R, 4R 22 iR 24 2~
3dJE AEEGHEK . 40t 14 d SR , BRI 28 7] LU TR 9T B 4F AR R AE N IBS-D;
Il PR ERL 0 FH 25 2001 R 45 T LAk IBS-D S8R & M5 R B T8 S it KA 5 o 45 8 i 1B
AR IBYT IBS-D FZREAIR 2 d AR, LA VERAT , SR R R o AT R PR S T 5 3 2 42
Pt S FIEE  [F e TC G PRIE SRS 00 T, 1 J RS 28 YA T 1BS—D 56 UE PEF 7 SR AIL I
IR R E RTINS %

KBIR WD LR AL BRI SE s B RS s k2
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Wi 5 184 2% 4 4F Girritable bowel syndrome, 1BS)
e LSS I, AR S A > sy
FEEREAR 0 M 38 T RE ZE BRSO, R IHIL R W
WG 22 K METR L L DL Y TBS S AU iR
15 7 % 5 ¥4 25 6 11E (irritable bowel syndrome with
predominant diarrhea, IBS-D), %) 52 IBS B & 1)
409", TBS-D i L 18 K, [ & A AR M IR TG 55 ¥
AN AN ™ S R T B, 3 R i R YT
DEUR BTG , B T K A BT AR A £
2020 4F 12 ], AR B 2 23 T AR 22 0y 2 iE XU A
(1942020 4 H [ )17 2y 25 B Ak e 8 R )P (R
PRCIGFO) )i 1 TBS-D 8 fig 18 e 32 1 o 25 58
JEPEA I S0 7 1 TR A B8 LE 9 2%, HRT IBS-D
— BT AR R TE SR X IEIR YT, AR AT LU
B0 TBS=D J8 2 HEAE AT | 2 o Al 152 A0 5 2k 2
S ABTEIRYT ISR AN & FLEARE AR o7 R0F
ANWZET L UEAR R BE 2GR YT 1BS-D (B9 34 Wi
W%, SLERAMLL, T2 REE A RSt 1BS-D &
B VS 55 S AR, ELTE BGE B AT
[t , G A FE I AR 25 7 T L T 24,

Uy E g SeS LB | i A i e s I WA K
— L BRT R PEAS WA S v 2y, BT
WGTT 8 R 2R 5 g 1R 75 R AL, T IR
P EIRTS BRI BTN AR . IS
VAT AT 400 R LA D 10 780 A, 7 Ik R 7 ) B Y P S 1)
62 % = Bt rh A ML 124 24 BRI 6] 298 T A J 30 i PR
EIE AT R 5 R A, AR A5 R R TR e A AT
PLERE B RS R AR P (B Ok K R
T AEE , I RYA YT TBS ORELLT, H. 60.4% 19 EEIfiE
s JA A6 o)~ 5420 ol ) B2 O JE 8 Y5 9 TBS!™, {ELI,
WFFE B B RA ROME R R T B 0 S ULHI T, 1 T
I AT SRS & BT 25 32 2%

B A b B2 2 RIS Y Ak 5 <7 IR R
o JOT e R R A LA ) R Ry 5 e AR S RS i
PR 52 B 5 BE 27 T E 5 A8 L DI IR v ok 3 il IR o
U R , AOFSE A B R AR L R T RTBE M
B, i R G R A AT IR R L2127 B A T T
IR ST IBS=D I ATERAE IR 25 I o A 5035 17
DL B R AR B VIR R R 5 B 254

HEE S FUESE , [R) AR JC I R IEPEAE 0 R, N
FF TR A e B2 94 7 TBS—D B8 i I 5% 42 A2t I PR AT
REZRIT NS,

1 BRERE
1.1 —@ER

44N 2021 4F 10 H 2 2022 4F 10 1, Il PR 7 1
PR HE (AL T AR R AR RS TP e
BVG S 8 48 S B TR W IBS-D [, e &t
A 326 2 BERIBEIMARRKNT ., A S5EY
B B AV [R5 O T TR RS R R P Y
25 gk o ] v R B b BRI R BE Al B 2 0 5 P AE
PR DA UE (fe FEAL 5 P21009/PJ09) . BF5ETF
BRI 7E H I DR 3 58 7 W H O (www. chictr. org.
en) SE R R E(ChiCTR2200060190) .
1.2 ZuHEFRAE
121 MANRE

1) 2K EE A2 Wi £74 Rome 111 IBS-D 2
FRUE™;2) BFAEITE 18~80 % ;3) HIES IR
I 2 G R
1.2.2 HERiRE

1) R phalopl 22 R g B2 N DI BE 5 2)
REERAE 25 5 3) IE7E S I H A PRI 56 1Y) 52
R
1.2.3 SIBtrE

1) M2 (M <60% ) , A REIN ELI 5 7]
HlEEE2) MAREAE2 dH.
1.2.4 HiktRE

1) WLEHAR A B i B2 2558 52)
BEATIR I ;3) EAELYT iSRRI T B
254, Hid s AR 2 IR A
1.3 WIRAE
1.3.1 MRZITEHERE

AR5 2 — T i I T S P 5,
FE G WO R S oy P TG e 208 1) A THE B A
FEIRTT I AN a] i B A AR I RI2 7 R, B
FEWE 14 ALY EE A EIRIT T L REIE
RN RFEFER . BlRAEE RKE EAFPHE
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A BRZA R “ Y ik 29T App” #EAT AR B ELI 1)
LR sl a S 1% ORI JCARALAE B
1.3.2 Wi

1) 4 H 28 TUREARFR 53, Horp 60 35 IR IR TS
SRS 9 RS I AR , 2245 FE TR AE 6 B0 BILAH O
FEAR U SR AF 13 P HABAE R 5 2) A H F2 24
ARFEFR ST, ARARR I PR A B 0% ALY, 275 Rome
1T IBS-D 2 Wik ™, K IBS-D 1 F2 40 8« TS |
R R RN OE RAERE3) 253,714k
() B W 18 RE IR PF 22 12 2 (gastrointestinal symptom
rating scale, GSRS) P41 ;4) & H R IRAERR7355)
BEWEEL6) ARFEL SRR B e s
VEOr L, R B AZ 0~4 04T 05, 0 A L 1
IRA 2 NG, 3 N A 4 N ERA
1.3.3 FREEHSHERERE

TERFFEIE ST IR Z AT, i v o R B rp R
e R LA B 2 0F 5 i 3o v 0 2H A5 AT A, ) 4%
Hu X 2 55 BB SE N B AT X B B A RIS
FrGe—B5IN, 5% 2 i 04 2 o] 150 B 3 o) AL AR, 7
i £ A B I SE N DL B A 7

A5 38 2o ST 5T B Y 5 2SS B
A, URIE S R S DL TS 5 R
SERTEETE , ELAESE B B O B BR DTS A B i 3 45
HAM LAz P i R B A, JF 2 U5 25 im R
2 56 5 B AL VS (good clinical practice, GCP)iE 5 o
WF5E B SRS A B A O P BOA 8 T8 5 T R
AU FL T S M Al B S S H A, HoA HO R
JIT LR B & PR HEA T DA | Gl 5dls S M A B
O, P B BRI 2R 8 T i a5 2 R
St AR LS AR A ORI R AR

AR AR T, AEERE A, TR E HER
MR SRS RS B850 ST W B A 3L

MR T BHE A8 RGCR I ERE L RS
WA SRR E B E R kA B
5 BN AR R B A O RS A
AR , QA AR i B A R R
T A B, LADRIIE A8 5 B AL A 2 4
1.3.4 SitoHh

K JH SPSS 25.0 A xHE R #E 1T ge 1 oA . 3t
BOGORE T AR B ) L 2R, A AR LR TR D7 A
5 T HE PORH BB bR i 25 (3 = ) FoR A NAR L
T JE R OE ARG 9 A7 B DRT 3R 5 22 40T, 45 N A
4T Huynh-Feldt 3655 1E , 28 P9 45 B[] A5 8] AH F R
H Bonferroni 47007 . AR IER /A 12 5ERHH
H BRI A7 B M (Q1,Q3) 1367 , 20 18] A FE R
B XFREAR BR ARG SG . L P<0.05 2557 BAA G #

2 #ZR

2.1 IBS-DEZEEZAOZHM

AW FE 326 45 IBS-D &, Hoh—2 DL I
(52.76%) M B E ZH N (18~35 %), i R A
BB IER 13545 . 7.06% (1534 A IF HAB PG,
Hrh & Itmim e B gz, 1241, 9.20% 1 &
b TR A s 4 [R) BF B 5 AR LA 245 (R 2 i
I I W DR A0 P s (A K R 25, AR
1R S T B BT W 4, S ) A A Ok
MNP 2G50 . H 88.78% [ IBS-D &
WRAT: A R R 2o PR 5 (R 1) .

F1  IBS-D B IEER N L2 FIG RAAE

WA ok T Ee /%) P
FAEN(18~35%) 172(52.76)
A rh4E A (36~60 %) 133(40.80) 0.001™
FAEN(61~80%) 21(6.44)
. Tk 139(42.64) .
el T 187(57.36) 0.009
, WU 306(93.87)
R DR R 20(6.13) 0.001
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F1 1BS-D B FHELLR A F2E AN RRFAE (22)

mH B T %) P
KU 160(49.08)
. LU 158(48.47) .
TSR A _— 4(1.23) 0.001
i 4(1.23)
A B} 106(32.52)
X% 56(17.18)
2= b 45(13.80) 0.001”
Wi & LIR 49(15.03)
e 70(21.47)
o R ¥ v 89(27.30)
S 117(35.89)
TA 41(12.58)
Rl KAk 35(10.74) "
ol B 37(11.35) 0.001
SIEYON 3(0.92)
HoAth 3(0.92)
Jolk. 1(0.31)
. = 23(7.06) .
RN D 303(92.94) 0.001
, . = 296(90.80)
AR e TR A P e 30(9.20) 0.001
REAEBA T 261(88.78)
1A 22(7.48)
N - 24 H 6(2.04)
UG AR il PR TR A e 34 1(0.34) 0.001
2PAE 1(0.34)
HoAh 3(1.02)

TR P<0.05, %R P<0.001, 2 5 HA Gt 3,

22 IBS-DEHEERBHRIBE

Xt 326 5] IBS-D H # 14 d fRE IR BFR 2 HEAT
AN A, 45 S8 X4 T R) P e A R 24 B ) 3
i, BB R R R B R AR (P<0.001) o Gk 2
JIr R XA [R) W 2% 5 9 1 L 4409 28 Huynh—Feldt 7%
WIE G & B, 53R A L, IR 2050 2 K, R
TR BIA S 22 5 (P<0.001) , HOWLEE Py 45 H
BUM AT — B B 3E AL (P<0.05) (Fl 1),
23 IBS-DEETEERBEMINE

W3 Piw, 14 d FHLTHIN Bl F 245 B ) 3
Jn, IBS-D A 35 32 220 IR B AR 43 3 e IR (P<
0.001) , XJ A [A] W% 5 PR P LL 44 9 28 Huynh—Feldt
RROE G B, 53 L, IRZ5 56 2 R R ELE R
BERL A k3t RIA I 35 1 22 5 (P<0.001) , BR 5 6 K

Hh, B H EZERRIRAE AR T — H B 2 IR (P<
0.05) o #E—2 81 & B, R [FAE I 2 AN [R) 1 1)
IBS-D (8 & T 2R B R A7 7 3 M 22 57 (P<
0.001) , LA N B3 T B 34 i 2 (P<0.001) , {H
2 [) % figp A 3 AH EL R D S 35 22 5 OR [RIAR R )2 P=
0.275, A5 P=0.654) (K 2) .
2.4 IBS-D £¥& GSRSITEHME

HF GSRS PEAr AR IE A 4340, T AR B
X RRFRG IR AT 0T . AnFE 4 3 5 R | e 4%
AE W] 0 el 3t IBS-D M % H I ae ik, 534 L,
GSRS B 1E5S 3 R EIA B B 235 (P<0.001) , 14 d X1
LI RN, Bt FH 28 I TR13E 0, el O k3
GSRS Y 34~ T-4E i v, GSRS i I A V5 270 LA K
GSRS £ S ¥4 , 15 GSRS 3 i B A ik 35 i #
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2 IBS-DBFHALR AR A I

#3  IBS-D B TR AR A I

5 H SR B T H AER B

ik 28.79+22.54 Hegk 8.75+5.42
RPN 28.04+22.56 EAPN 8.52+5.44
Ha2x 26.37+22.65" CFBN 7.8345.41"
¥3KR 24.87+22.63" E RPN 7.29+5.27"
4R 2308422, 14 B4R 6.65+5.16™
HSK 29 34421 e H5K 6.40+5.1 1"
HHoR 21.69421 855" ﬁ% 6K 6.17+5.02:
ENPS 2042421 60 BTR 5.76+5.07 "
CAPS e 8K 5.37x4.97 s
EPS :sigiigz”“ ELPS 5.01+4,90
LIPS 17044207 1 10K 4.64:4.91 i
EANPS 15.96.£20,25 ik EAIDN 4.31+4. 8D ecelehik
FI2K 146742037 edclehiikl FI12K 3.93+4 g bedekehiikd
EARPN 13.18+19.8gsbeelehiikim 13K 3.49+4 76 etk
H14K 11.72220.29 "k 14K 3.06:4.85 ik

F=129.793 P=0.001"" F=199.618 P=0.001"

T SRR, a F/R8 P<0.001; 5455 1 RAHLL b /R P<0.001; 5
B2 KA, ¢ TR P<0.05; 555 3 RAH L, d F27R P<0.001; 5554 K
AHLE , e 78 P<0.05; 555 5 KAHLL , £ 3£7R P<0.001; 555 6 KAHLL , ¢
FR P<0.05; 5557 KA L, h 7R P<0.001; 55 8 RAHLL i %R P<
0.05; 555 9 KAHI ,j /R P<0.05; 555 10 KA H , k 7R P<0.001;

545 11 KA L, 1367R P<0.001; 545 12 KA 1L, m 7% P<0.001; 5
5513 KA L, n 7R P<0.001

120
1HOF 8 8 8 ¢ « ¢ ¢ o o o o @
100 -
90
80
70
60
50
40
30 |«
20
10
of

| I | | I I I I E— |
Hgk 12 3 4 5 6 7 8 9 10 11 12 13 14

El1  IBS-D BHE AR B A
FHIA], BIFESE 3 K BIAT B 5 23 (P<0.001) ; GSRS il
FLIEAPEAEIETTER 7 d s i H B G5 (P<0.05) .
2.5 IBS-DE2HRKRREKRRSUE
mE 6w, 14 d HZGHIPY , 1BS-D 34 AR
SRR 2 AR (P<0.001) , X AS [a] W8 o5, 95 79 L

T HILLAM I, a R P<0.001; 555 1 KA, b FE7R P<0.001;
HE2RMIL, ¢ 3R P<0.001; 555 3 KA 1L, d =78 P<0.001; 555
4 KM, e FR P<0.05; 555 5 KA, 378 P<0.001; 555 6 KAH
e, g 2718 P<0.001; 5% 7 KA FL , h 2718 P<0.001; 545 8 KA L ,i
FR P<0.05; 5559 KM LK, j Fm P<0.001; 555 10 KAHLL kTR P
<0.001; 5% 11 KAHLE, 15878 P<0.001; 555 12 KAHLL , m /R P<
0.001; 5% 13 RAHEL , n 7% P<0.001.

251+
201 e o o o ¢ o o o o
* * * * * * *
¢ 6 e s e e e
¢ e e e e e e
xR . ¢ e e s
x 15k . ¢ e o o+ o
¢ e e e e
% * * *
& i3
B 1o
H
5_
ol =
T RN N NN SN NN Y NN NN MY NN SN SO B
%1 2 3 4 5 6 7 8 9 10 11 12 13 14
A/

K2 IBS-D 3 EEAEREF R Ha 3
9128 Huynh-Feldt iE IE 5 R B, 5 2L AH 1L, 7
I TR UG G B 55 2 K, R MR R AR 43 BV AT T I e 5
(P<0.001) , 5 B WA IR A3 B AH EE, 25 BR SRR
oy NGRS 258 dE , B R IR T — H
BEREML(P<0.05)(F3),
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#4  IBS-D B H M GSRS 4
sy ]
i H Fhok EIRDN ENDN 14K
[M(Q1,03)] [M(Q1,0Q3)] [M(Q1,03)] [M(Q1,03)]
GSRS #/% 24(19,28) 21(16,26) 20(15,25) 15(15,19)
GSRS i @ FE TS 12(9,14) 10(7,13) 9(7,12) 7(7.,9)
GSRS Bl [ i 9(7,12) 8(6,11) 8(6,11) 8(6,8)
GSRS f#i i 2(2,3) 2(2,3) 2(2,3) 2(2,2)
25 IBS-D fE GSRSTEAF L X BEFIKG B 25
Tk G 462
i H Iy
Z P
53 RSk -4.792 0.001"
GSRS 4y u5 7 Rk -6.790 0.001"
214 K-Hgk -11.274 0.001°
553 K-Sk -5.656 0.001"
GSRS I A S 57 R-HLk ~7.192 0.001"
55 14 K-FEgk -11.534 0.001°
o3 Rk -3.584 0.001"
GSRS &8 )i 557 KT -5.485 0.001”
55 14 K-FELk -9.694 0.001"
53 K-FLk -1.207 0.227
GSRS {8 Fis 57 R-FLk -2.458 0.014"
55 14 K-FELk -5.105 0.001"

1 HIELRIIAH G, R P<0.05, "R P<0.001, 2% S5 B et

26 BEREESReM

G 2 R AT 1, 99.08% FY EE 5 o) R AL g
TR (P<0.001) o 752 JA M EE I 1N, 326 24
IBS-D &, A 6 A (1.84%) s T A R F:, H
S RPN 17/ B = 1107 S i 7 BV I S o 7 R
JEEBANTE 149 , 3ok 5 TR VAR I 4 2t i T 45 vh 8 1 Y
AN RN B 64 BENARFE
R FH TG B PR 1T 3 R B, Ak 2R 24 2~3 d
ATE I, BRI AR T .

3 tig
3.1 MEREREXIBS-DHIFHELLM

AR5 A 6 = TG 28 A DG I R AF 5% SCHiR 1
FUHE T, 5T 00 RE U 1 A 55 o (2 Dt ) R 2 e
1697 IBS A I R 2256, B3 B P gk B s i 5
WFST R RS HT 326 191 IBS-D H 25 JIR FH B ML 42
14 dJ5 WRE R i A5 B . BF 9% IBS-D g3 AR

FAE, 5 2020 4 PR B E ST AR S 2 IE R
A7 B CHERPI 8 H ) FE Y TBS 04 790 27 ] 5 435 2R
AT« A N R0 R A5 3 (52.76% ) , Lo % 9 2R s
mT RN 1.35F5) .

IBS-D iE R 2 R P 2 #5122 6 8
15 SR K RAEAS SOE R RG4S A R At
IBS WA, IBS-D S8 ¥ A [ &2 A& AR W I T8 T etk
A T A7 AR R Y, P [ T AR B IX IBS AR
H i IBS-D Yy L & Ak 7419 () LR
Hh H AP 2540 AT DA HEE AR R R I L
A TE RIS R AR ARAFIE SR BoR IR
2y Je IR BB | IR R A A K AR
REUEGEAT B E 22 5 R RN 2 v LUIE Ky
IBS-D & AN FIRYT o R, 5 HABIR YT 1BS-D
(R PP 2 AR LY, TS A IR 24 565 2 R ks VA
L5 IR 14 d LS RI DY |, Bl FH 24 B [R1 34
WU ORI K S T, I R E AR IBS—
D Jy sk e b TRk ELA 751 e SRR .
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# 6 IBS-D B JHRAEAR A 3 A I 4k

7 AR

B 4154181
IR 3.95+1.94
H2R 3.74+2.08"
H3R 3.60+2.04"
HAR 3.46+2.12"
H5K 3.4422.02°
H6K 3.26+2.06™
CHES 3.0422.02%%
EELES 2,942,009
CEEES 2724202
LIS 2,562,054
CRIES 2,462,041
12K 23340, 1 b
LAEES 21042, 1 10
H14R 1.89:+2. 24 ieikin

F=60.873 P=0.001"

T 5 AR L, a 278 P<0.001; 555 1 KAHLE b 3RoR P<0.05; 5
H2 KA, ¢ R P<0.05; 555 3 RAHLL , d 367m P<0.001; 5554 K
HHLE e KR P<0.05; 555 5 RAHIL £3K P<0.05; 555 6 KAHIL g &
78 P<0.05; 555 7 KA, h 7R P<0.001; 555 8 AL, i 278 P<
0.05; 5% 9 RAMI L, j %8 P<0.05; 545 10 KA HE  k #1 P<0.05; 5
511 KA, 1578 P<0.05; 555 12 KAH L, m #6718 P<0.001 .,

R MAERFR 4

K3 IBS-D HE SR ARAE IR R 44

HRE 2570 M o T s PR L gt 4
R, [, G IR 200 S F iU
il PR S5 1 B R IUT F 24 , i 1 2 S T
Fr B O R A DRI R B R A A
JE R DAy TR RIS A PR T AR, o IS A T I A 2
SR, H R -5 P R U2 DA S AL Xk e 3 i

5 KAE R B SE R BCR ey 2, At [ T 5
it FF T B 8 97 TBS!™, 0 — A 13 I T O f 8 %o
IBS-D & B il e R ks i A wo:

Wi 5 R e 20 £ PSS LA™K, 22 4k LI
PRIT R FE At o S5 b s 24 10 TR I % 5430
WA, 2 A 2 A AR AT T 2 A SR
AR, AT R A AR I R
SRR, MR 225 WA R R 381 & AR R A
I, AFFE Y 6 BN RS, B
I R A PEATHRRR T 150, ELARSER 28 2~3 KT , Aid J%
MR FELURE LB M BT SRR BT
BN, FR ARG FIAR Mt 2 v B 2 AR — 2
TR PR AT 2R, 99.08% 1Y £ 38 X R I A 28 1R 7 34
SRR, M T A L L S 20 ) P 7 (1
3.2 MEIEIRAYIERE

A5 38 2L 28 TUAE PR G 43 |5 T e R AR
43 LA K AR SC GSRS WA TBS—D #8745 IR FF AL oL e
HIJE B M B R AR AR 0, WS I -40 A DA TR G i
W XT IBS-D f8 & B M 18 i R 3 9 I R A 80
e AN, R T 1 G T B B U A 2 156 5 R A
“] AR I B RO A ST R AR
IBS-D 4 SR B AR 2 (1) R BRAE AR AL AR fh R 3, 43
BT T ML 4 %o IBS—D> B 25 2R BRI bR 435 1 I R A
B

1988 4, Jan 2561 1Y) GSRS™, 12 H if E br I
Iz T EE B B iE R R & . WFST A
BA T 7 4[] 45 52 = B T4 Ak 9 BL Hh BE I 554 137 78
HLAT 14 AR H IRFEIL L 23697 (S k), FIR)T
%5 0.3.7.14 d 43l SCRR GSRS PEAY 2 5 I
FIE TG AHOCHEAR B 38 B A SCHE R LA R 3 A AH G
SR . DR AR EoR, P OCR GSRS R R L E W iE
iR 11805 3k AR AT 8 R D i R R, LA AL
JERAF, VR T 38 T IRIT AR, vl DUAE
=] PN I PRAHAIF HR R RIARE 1

(AR H IBS-D B & I 38 5 R 5 8 #i0 3
AR A R, N HR I S Sk < B S U A
L H A, Bl TR E BAPHR RS, A
T 2508 B IR (A RE R, A WS B L IBS
B P AAT 37.6% AT R B B A, A 1A HRUR R AR
1R, B B B A5 55 TBS =2 [B) A7 7F 0 38 1 IR, B A
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HAE e (odds ratio, OR) Ky 2.618%°, i iR f i n] 5|
AR AE AR -, (A0 R -1 R 4 R -
6 LA™ T X 5 i iz sh = A foE s . e
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Observation of clinical effect of Xingpi capsule on irritable bowel
syndrome with predominant diarrhea

ZHANG Qi', ZHANG Di', QIN Yuning', WANG Xin', Al Yanke', LV Xiaoying', SHENG Yudong', ZHAO Tianyi*,
LI Hongjiao"

1. Institute of Basic Research in Clinical Medicine, China Academy of Chinese Medical Sciences, Beijing 100700, China
2. School of Traditional Chinese Medicine, Tianjin University of Traditional Chinese Medicine, Tianjin 301617, China

Abstract Trritable bowel syndrome with predominant diarrhea (IBS-D), characterized by chronic and recurrent diarrhea and
abdominal pain associated with defecation,is a common subtype of irritable bowel syndrome (IBS) in China, which seriously
affects the quality of patient life. Previous investigation showed that Xingpi capsule is effective in the treatment of IBS but lacks
clinical research evidence to provide reference for rational drug use. This study adopted a patient—centered prospective design,
and systematically collected and analyzed population characteristics, disease improvement after taking Xingpi capsule in a real
clinical diagnosis and treatment environment, as well as patient satisfaction and other information.The aim is to provide real—
world evidence for rational drug use by clinicians and to provide reference for the design of clinical research elements for
validation study of Xingpi capsule for IBS=D treatment in the absence of clinical evidence. This study observed and analyzed 28
symptom scores, major symptom group scores, gastrointestinal symptom rating scale(GSRS) scores and adverse events of 326
patients treated with Xipi capsule from Oct 2021 to Oct 2022. The results were as follows. Patients with IBS-D were more
female than male (about 1.35 times), the proportion of young patients was relatively high (52.76%), and 90.80% of the patients
were treated with Xingpi capsule alone. On the first day of treatment, the total symptom score, the major symptom cluster score
and the insomnia symptom score were significantly improved (P<0.001), the GSRS score was significantly improved on the third
day (P<0.001). Among the 326 patients, 99.08% were satisfied with the therapeutic effect of Xingpi capsule, and 6 (1.84%) had
adverse events, including 1 case of nausea, 2 cases of stomach discomfort, 1 case of constipation, 1 case of dry mouth, and 1
case of upper abdominal discomfort. All six patients experienced discomfort within three days of taking the capsule, and
discomfort disappeared after two to three days of continuing taking the pill. After 14 days of observation, Xingpi capsule could be
used to treat young, middle—aged and elderly IBS-D; and clinical single drug effect was good. It could improve gastrointestinal
symptoms such as diarrhea, abdominal pain, esophageal reflux and abnormal stool in patients with IBS-D, and treat the main
symptoms of IBS=D within 2 days, with good safety and high patient satisfaction.

Keywords irritable bowel syndrome; Xingpi capsule; real world study; Chinese patent medicine




