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ABSTRACT Objective To observe the clinical efficacy and safety of Shuchang Decoction (SCD ) in the
treatment of diarrhea-predominant irritable bowel syndrome (IBS-D ) with Gan depression and Pi deficiency syndrome.
Methods This was a multicenter, randomized, double-blind, placebo-controlled, superiority testing clinical trial. A
total of 179 patients with IBS-D were recruited from 12 hospitals of Shanghai TCM Gastroenterology Federation. Finally
120 patients who met the inclusion criteria were randomly assigned to the test group (42 cases ), the control group
(43 cases ), and the placebo group ( 35 cases ) . Patients in the test group took SCD, patients in the control group
took Shugan Decoction ( SGD ), while those in the placebo group took 1/10 dose of SCD. The treatment period was 8
weeks. All subjects accepted low-FODMAP food instruction. The efficacy was evaluated with Per Protocol set ( PPS)
and the safety evaluation was analyzed according to the principle of intention-to-treat analysis. The main efficacy
indexes were irritable bowel syndrome intestinal severity score ( IBS-SSS ) and Chinese medicine ( CM ) symptom
score. The secondary efficacy indexes were abdominal pain/discomfort Visual Analogue Scale ( VAS ) score, diarrhea
score, clinical cure rate and IBS-QOL. Results Totally 110 patients were included in PPS set, 39 cases in the test
group, 39 cases in the control group, and 32 cases in the placebo group. Compared with the baseline, IBS-SSS scores
of the test group and the control group decreased at 14-56 days ( P<0.05), and CM symptom scores of dreaminess,
irritability, anxiety and all CM symptom scores of Pi deficiency decreased at 56 days ( P<0.05 ), IBS-QOL scores of
the test group and the control group decreased after the treatment ( P<0.05 ) .Compared with the placebo group, IBS-
SSS total effective rate, the cure rate and the total effective rate of abdominal pain and diarrhea, CM symptom total
effective rate and the remarkable effective rate increased in the test and the control group ( P<0.05), CM symptom
cure rate and clinical cure rate increased in the test group (P<0.05) . Compared with the placebo group, IBS-SSS
score, dreaminess score, irritability score, anxiety score, poor appetite score, fatigue score, limb weakness score and
IBS-QOL score decreased in both groups after treatment (£<0.05) . Compared with the control group, IBS-SSS total
effective rate and the cure rate, CM symptom remarkable effective rate, abdominal pain cure rate, diarrhea cure rate
and total effective rate, as well as clinical cure rate increased in the test group (P<0.05) . Compared with the control
group, IBS-SSS score decreased at 42-56 days, the scores of anxiety, fatigue and limb weakness score decreased
at 56 days after treatment in the test group (P<0.05) .There were no abnormal safety indexes in the test group.
Conclusions SCD can relieved the symptoms of abdominal pain, diarrhea and CM syndrome in IBS-D patients
with Gan depression and Pi deficiency syndrome. Short-term application is safe.

KEYWORDS Shuchang Decoction; Shugan Decoction; diarrhea-predominant irritable bowel syndrome;
Gan depression and Pi deficiency sydrome; clinical study
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N, BRI SR 7 B HEA T RN 43 BT e sl A ih £k
FLEE A3 Mo RO 43 B, BsF ) 2500 B 3% (2=3.096,
P<0.01), A7 & N g8 & 3% (Z=5.463, P<0.01),
A&, SEEGIA R, KmA
IBS-SSS - &k sh & i, ZRA I #E S
(F=14.44, P<0.01), SxtHE4LbER, 51555
g ERTITFEI#E L (P=0.229),

3 KPR SOR M R (R 5~7)
SRR g, I ZH AT REA B SR I B RCR
YT+ (x%=17.532, x?=16.823, P<0.05), X4
HERmETE ( x*=6.372,P<0.05), 5xFHE4 iz,
RIGLH BRI (4 ?=9.047, P<0.01), HAKCE

R 3 U IBS-SSS MARURIERRILE [#] (%) ]
415 fil% e sk AL Tesk MARL
R 39 21 (53.84) ** 5(12.82) 10 (25.64) 3(7.69) 36 (92.31) *#
it HR 39 10 (25.64) * 4(10.26) 15 (38.46) 10 (25.64) 29 (74.36) *
LRI 32 0(0) 4 (12.50) 8 (25.00) 20 (62.50) 12 (37.50)

e GREFI e, *P<0.01; SXIIRA L, “P<0.05

R 5 HEPEILESESCRLEGRILE (4] (%) ]
25 {17k P Rk HEL Jexk BAH B3
K5 39 7(17.95)* 15 (38.46) 15 (3846 ) 2(5.13) 37 (94.87)* 22 (56419 **
XFHE 39 2(5.13) 7 (17.95) 244(61.54 ) 6 (15.38) 33 (84.62) * 9 (2807)*
LT 32 0(0) 0(0) 11 (34.38) 21 (65.62) 11 (34.38) 0(0)

e GERBHIH LR, *P<0°05; X IR4 R, “P<0.05
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KPEfw gt m, HEF LG E X ((x?=2.229,
P=0.135; x?=3.14, P=0.076).

SRR UCRE J7 T8, SIRITRT L, 28 R4
SR G RO B4 3 T 2 BT 43 BRI (P<0.05) ;
42 REHRIG A LA G . 2l ) & PF4r st B 4] 2
BTy P4y FEAIG, 56 REf Al X G, 25
& BEZIERERIT IR (P<0.05), RITES

TR i, Widl 42, 56 KET LA 50 . 285
BAEIRPEATBEAR, 56 KA 35 8 22 JE e R IE 7 TR A

FEARIEITREA (P<0.05 ),

JL R UCE 7 T, SR YT AT R, KA 28 K
A DU BTG T ARV Ar R, 42 REHRE #h = . DO A%
e 1 REARIE A3 IRFEAR (P<0.05) 5 32t 56 25 F1 %) IR 26
56 REFERR, Rt = . U IR T/ R
fik (P<0.05), Y7 e S&BAIE:, 14 RoH5e4
AR . AEME Z P FEAG; 28 KRS 4 B AR
oo ABRIRZ | DU S, X PREEAS I = PR FAA 5
42 REFAIAH AR K= . W= J1, X

(P<0.05)., SxFHEAL A, {504 56 RifHEZE  AEHANR. KtiEZ 0 FEK; 56 KETPA SRR
®6 BUFFHKIETES (4%, X+s)

215 ik fE] (%) 2T AT Ll S EEZE
R 39 0 1.17 +1.05 1.14+0.68 0.69+0.88 1.42 +0.87

14 0.94+0.82 0.94 +£0.75 0.39+0.59 1.33+0.92

28 0.94 +0.92 0.75 + 0.69* 0.33+0.53 1.17 +0.84

42 0.81+0.82*" 0.53 £+ 0.65*" 0.31+0.46 1.00+£0.75

56 0.64 +0.72*% 0.51+0.61** 0.17 £0.37 0.69+0.62%44
X e 39 0 1.17 +0.91 0.97 +0.71 0.63+0.66 1.33+0.92

14 0.90+0.76 0.90+0.71 0.53+0.57 1.17 +0.70

28 0.87+£0.73 0.67 +0.71 0.50+0.63 0.77 £0.73*%

42 0.77+0.73% 0.50 + 0.63** 0.37 +0.49 0.80+0.66

56 0.53+0.51*% 0.47 + 0.68** 0.20+0.40 0.53+0.68*“
AR 32 0 1.60 +0.81 1.13+0.90 0.53+0.73 1.37 +0.85

14 1.20 + 0.66 1.10+0.76 0.57 +0.63 1.33+0.66

28 1.27 +0.74 1.00 +0.87 0.47 +0.63 1.20+0.71

42 1.23+0.68 0.97+0.76 0.47 +0.57 1.13+0.63

56 1.10 +0.55 0.97+0.72 0.37 +0.49 1.20 +0.66

0 SARLNAITIT L, TP<0.05; S22 FII A, ©P<0.05;

S BRALm BT, 4 P<0.05

RT OHUAMEIAETF> (77, X+s)

415 e R (R B K = DU TE T
IR 39 0 0.50 +0.65 1.14+0.64 0.92+0.73
14 0.44+0.65" 0.58+0.50°* 0.56 +0.60
28 0.47+0.56° 0.56+0.61% 0.33+0.47%%
42 0.31+0.52° 0.34 +0.54*% 0.23+0.42%%
56 0.19+0.40** 0.14+0.36*"* 0.09+0.28%44
Xt R 39 0 0.83+0.70 1.07 + 0.64 0.72+0.65
14 0.57 +0.68 0.93+0.58 0.62+0.62
28 0.57 +0.57 0.70+0.65" 0.52+0.63
42 0.53+0.51" 0.60+0.49" 0.45+0.57
56 0.27 +0.45%" 0.52+0.57*" 0.34 +0.55**
BRI 32 0 0.77 +0.68 1.17+0.75 0.67 + 0.66
14 0.87+0.73 0.97 +0.49 0.70 +0.60
28 0.87 +0.68 1.00 = 0.59 0.67 +0.55
42 0.87 +0.68 0.90 +0.55 0.67 +0.55
56 0.80+0.61 0.97 +0.56 0.73 £0:52

e SARMUAITHTHAL, "P<0.05; SEEHAIFMIHEL, “P<0.05; S5xHRZIFNIHLEE, 4P<0.05
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=8 HUMURIERFEUY BARCR SRR [(#H] (%) ]
245 %K PEfr Bk HRL ik EARK
K 39 20 (51.28) ** 5(12.82) 12 (30.77) 2(5.13) 37 (94.87)*
X8 39 9(23.08)* 5(12.82) 20 (51.28) 5(12.82) 34 (87.18) *
LR 32 1(3.13) 0(0) 11 (34.38) 20 (62.50) 12 (37.50)
U SRR, TP<0.05; SXE41LLEL, ©P<0.05
x99 HUMEIEIERBUY BAMCR EGR R [(#H] (%) ]
245 LE PERL Bk Rk JeAL AR
K 39 21 (53.85) *# 4(10.26) 13 (33.33) 1(2.56) 38 (97.44) *~
Xif R 39 9(23.08) * 0(0) 23 (58.97) 7 (17.95) 32 (82.05) *
GRS 32 0(0) 0(0) 16 (50.00) 16 (50.00) 16 (50.00)
e SRR, *P<0.05; SxIRA A, © P<0.05

i, = . D= SRR (P<0.05). SR

£ 10 £411BS-QOL P4 ki (4, x+s)

Fer, RIGLHAE 14, 56 FBPEE M = iER T ES FRE, ikl E ] IBS-QOL
56 FHFPURETC AR PES FIE (P=0.03, P=0.049 ), e 39 REpagil 41.11+22.42
4 FUPTUERERCRILE (£8.9) EH HrE 19251 16.87"°
ARSI, SRR, KA 0 0 T 400722359
P AT R B T (x?=19.571, P<0.01; x°=5.782, . 2 ;ﬁz EETZQEZZ
P=0.016), MATRENTIE ( x?=27.055, P<0.01; - 45 632 26,60

x?=19.016, P<0.01), SxIME4 He#s, RIGAHZER
ZTbE ( x?=6.642, P=0.01), MANCET S, HE
SEGEHFE X ( x?=1.412, P=0.235),

BTG RV i, SR BRI R, K
2 Jo ot BELH % R 3 T (x ?=24.468, P<0.01;
x?=8.457, P<0.01), BAHXHRTIFE ( x?=21.4719,
P<0.01; x°=8.245, P<0.01), S5xf M4 ILir, i
WL R KR A ORI (¢ ?=7.80, P<0.01;
x?=5.014, P=0.025),

5 HAmKZEMELEK HARKBAN
38.46% (15/39 {4l ), XF MR £H N 11.43% (4/39 f ),
LRFIA R 0% (0/32 1] ), SLRFA i, K%
HPE A FRHE ( x?=21.949, P<0.01), XJMEZHR AT
REFILHFE X ( x*=3478, P=0.062), S5
Fer, RR4UEEFRRE ((x?=8.419, P<0.01),

6 4541 1BS-QOL #F4r b (£ 10) HA4
IRITET S, Il 5 X IR IBS-QOL 143 HIREAIR
(P<0.05), R 25 LG5 L (P>0.05),
SRR R be A, s 4 5 0k iR 4H 1IBS-QOL -
Y HIREAR (P<0.05), SXFHRALFLEr, RIRLPFor 22
SIgESL (P>0.05),

7 AV IRl 16 B E T IR R
M2y Gt R, (SRR . RIS
U AVEPR PR B IR 25 A0 AR B AR S, AR 4
PER AT

e GA AR LR, TP<0.05; 542 B I 4 R0 1L, © P<0.05;
SxFERZA [ He A, 4 P<0.05

Wit

1T IBS-D # bl &m LA A 1o PRI s B
IBS (93697 H s A e R A s A= s i b 3. H
[iE SN RES) 7R o) -t NN o 7B 1= N 5 N 2 (A |
RO | AR IR B AR LT AT . AR
REFIR, 1R JRIEIR T U , I T RO AN,
HBIGYT 7E IBS-D L T AlRRE . A4 IBS-D
BERITE | {5 RERA A, IR TP RS
157 0, DA IR AR . AR AR 1)
BRIl JCHUETERAERT, DA 5B+ &,
W2 LG AT A 3. {H IBS-D &k Z AT A 19 ki
KTiath. BRMZHS4EE, AW, &S0 R
Atgisfbkil, CRE2P < MHE) b “MAAR,
RIA AL, RbmeA, A-R05 0, R AER AT
27O, BIER. HOAYT YIS R
PIAA, B2 n, L RIRE IR, &
THIFZ D RSERR . Ser o LASEA . K AT G 22
LURA BRECBCS DEsRe R, & H SR H
AUAE SR I GVE ] 2002 . AR OH R Ud
B, AR PREFIRBFING, Bl AR KU & B0 3%
PRI, MR IbTs, HOE, E2EE, D
IBITIRTE Z ARG IR, 768 B BT i s
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JHE “fapg” JFE, DARE AR AR

AW 5L 7E K FODMAP 1R & 15 S iy 5Lt |, %
&l rp BB YT BRI, PEN4F I 77 iR Y7 IBS-D (T
ABRELREIE ) (A A5 e 4tk X HL s IR, Ak
IBS-D i397 . AR LR FRM: 27 5 g% 1BS-D
MR . WEISREAR, A5 RCGRff A . DGR v = AH IR
hE, PRALERE AT R, R TREFIREE T,
SR D], AL M ATEIRITIE S 14 Ko 2Pt
BT, 6~8 JE iy rat (42~56 X ) Hif, IBS-
SSS B MR M AR PEIEERE AUR L IR
AR ERIETS AR AR, BEEIRGE
fR R AL, 2P SHFREUF TS0 2, A1
O R WO M = . DURSTE S A, HLC
25 B R I ) BE L (14~28 K ) BEIAZT I 5 s B 1Ak
fRAEIR A B 28 BAHT, TR AL T Hh s fid
W26 25%, Al LI IBS-D EG YT AL, i
KER S A, Oh IBS-D I ARAE IR B0 N L i
W AL TR P 27 B . TEig I BE AR 2
VEERTEM M EE, X IBS-D ( AR EIE ) G
I B RAFROCR, BF5Erh =4l i) 2 et 3 A A
M, KWL RO ES, RWAYMEXTL 4, H
I, ARFRHE—HFEEII T IBS-D FE¥2YFE
B, IR T RAFR LAtk (BRAIEA A
—HERE, B, TR R, A58 R
VR R R v e < N (X K T s R DO 1175 44
BB B R B 22 55 Hak, AW e
ZIRE R ERERZ, VIR A,
K27 B 7 B KA AR P RO 8% . X 8 IBS-D 1997
R, TR Ak AR ARG YT 1IBS-D B H
ML S AR R 8% . Zr b, 2P IR YT AR
9 HE 7Y IBS-D Jr 3 8, LAaMELr, (ER I IRHE)
I

P28 M5 AWTFEAAFAEALATH 25 1P
& % X #
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