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Study design: a multicenter, randomized, doubled-blind, placebo-controlled
study

O FmiER
Intervention

1. RILA Experiment group
hZFRIS7, 150ml/48; —A3%, 2R
Chang’anyihao decoction,150ml,tid, po.

2. XT84 Control group
ZEF: 150ml /5%, 18R/%, —H3IK, EMR
Placebo,150ml,tid,po

3. IT#& Treatment course
8

8weeks.
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Primary Qutcome Measures

SEREEIZEEIES (Irritable bowel syndrome symptom severity score,
IBS-SSS)

BARRE3E (Adequate relief, AR)
® JFETYHIEHR Secondary Outcome Measures

IBSEEREBER (Irritable bowel syndrome-quality of life
questionnaire, 1BS-QOL)

ERREESHIAIE R (Hospital anxiety and depression scale, HAD)
REFERMIES X (TCM Syndromes)
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MR EEME (n=273)

Assessed for eligibility(n=273)

%B&(n=57)

| REAMAIRE (n=20)

BeEem (n=30)
HMEFER (n=0)

Excluded(n=57)
Not meeting inclusion criteria (n=27)

4

Declined to participate (n=30)
Other reasons (n=0)

BEHLSEE (n=216)

Randomized (n=216)
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R0 4E (n=109)
B S ERNTFM(n=109)
REZ HERTFH(n=0)

FTER4R (n=107)
BEZ 288 F M (n=107)
REZHE T (n=0)

Allocated to intervention(n=109)
Received allocated intervention (n=109)
Did not receive allocated intervention (n=2)

Allocated to intervention(n=107)
Received allocated intervention (n=107)
Did not receive allocated
intervention(n=0)
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v

v

%&i15(n=15)
EIEF(n=15)

52i(n=10)
ZIEFH(n=10)

Lost to follow-up(n=15)
Discontinued intervention(n=15)

Lost to follow-up(n=10)
Discontinued intervention(n=10)
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M HT

FAS: n=99

S AT AR (n=10,106) %
BR%5);

PPS: n=94

P HET#HIBR (n=5,5B17K 5T
RA%

M5

FAS: n=107
SRS BR (n=0);

PPS: n=97

S AT 3R (n=10,1001 5k
SERL %)

Analyzed
FAS: n=99
Excluded from analysis(n=10,10 case with
no drug taken);

PPS: n=94

Excluded from analysis(n=5,5case didn’t
follow protocol)

Analyzed

FAS: n=107

Excluded from analysis(n=0);

PPS: n=97

Excluded from analysis(n=10,10case didn’t
follow protocol)
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Irritable bowel syndrome symptom severity score ( IBS-SSS) :

MIETEEE . EE. EKER. HEREE N ERENEWSAHSES
AiEs, MERESINFENETEE 01005, B9 A5005, HEEB
TS

Including severity of abdominal pain, number of days with pain, severity of
abdominal distention, satisfactory of bowel habit and interference of general life.

each with a score range of 0~100,the maximum achievable is 500.
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Table 3. Summary of the Cellular and Molecular Alterations That Affect the Intestinal Barrier Func tion in 1BS
Findings in IBS patients Possible mechanism of barrier dysfunction Reference
Cellular 3 CDA/CDI T-lymy ViR in the intesti-

MLCK-mediated MLC phosphorylation and
redistribution of TJ proteins in response o
TNF-c.and IFN-7

6 9, 10, 60, 63, 63
nal mucesa

Increased density and activation of mast cells in Modulation of TJ proteins thirough tryptise-me-
the inestinal mucesa diated activation of PAR-2 in epithelial cells

Inereased density of eosinophils 1n the colonic Oceludin down-regulition induced by MBF
mucosa

Molecular aleratons  Down-regulation and redistibulion of Z0-1 m Impaed claudin reeruitment 71 forrmbion and
both the peunal and colome mucasa dewvelopment of barner function

Froteasome-mediated cccludin degradation in Increased proteasome activity induced by pro- 12
the colonic mucosa

¥ eytokines

W in loss of T1

ity

Redistribution of Z0-1 and increased intestinal
permeability i mice colonocytes treated with
recal supernatints from [BE-D

Impaired claudin recruitment TJ formation and
development of barrier function

Increased MLC phosphorylation in mice colono-

Contraction of the peri-junctional cytoskeleton 79
cyles teated with fecal supernatnts from [B 5. and P
D

Up-regulation of miR-29a in both small and Down-regulation of glutmine sinthemse ex-
large bowel of 1851 pression
Reduced claudin 1 and claudin 4 prowin levels

Weakening of the barner functien
in both small and large bowel mucosa of IB5-D

a7

185, uritable bowel syndrome, MLCK, myosin light chain kinase, MLC, myosin bghtchain, T4 tght junction; THP-g tumor neciosis factor alpha,
1PNy, interfercn gamma; Z0, zenula

lud FAR-2, p. tvated receptor 2, MBF, major basic prowin; [B5-D, diamhea-predominantir-
rimble bowel syndrome

Intestinal permeability

Food
digestion

and uptake
liquid uptake

Epithelium
Immune cells
Blood vessels

Smooth muscles

Intestinal Enteric nervous system

Mucosal
microbiota

immunology
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254 medicine’s name

EY)kJEthe part of the plant

B =R (Homoharringtonine)
B—iEIE (B-Elemene)

B m (Taxol)

Rg3Z— R

#8 X (Artemisinin)

# BB & (Houttuynin)

# & & (Berberine)

FH R T B B (SchisatherinA)
BREXEE (AR

JI| S8 (Tetramethylprazine)
BEMIBR (Anisodine)

AR (Huperazic A)

R E (Gastrodin)

¥ B M AT (Cephalotaxus hainanesis Li)

i & (Dryobalanopsaromatica Gaertn f)
4 G 12 (Taxus)

A&

H Artemisia annual L.

BR3¢ (Houttuynia cardata Thunb)

¥ #% (Phellodendro chinensise Schneid)
FBRF(Schisandra chinensis(Turcz) Baill.)

JI| & (Ligusticum chuanxiong)
Pl EEE (Anisodus tanguticus (Maxim)
T2 (Huperzina serrata)

KR (Gastrodia elata Bl.)
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Thanks for Attention
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