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" Irritable Bowel Syndrome (IBS)

INAVACR-SIR v

\YWAA Ow)‘/\co)w/\fo”o/&)bf V4




Mh) .Cewlod g ladyo yloys ;)

O Jolis )5l a1z (IBS-SSS) IBS-Symptom Severity Scale -¥
195 S 3,3 b VAS ™ L Lie sloslitul bas cl Jlges
RIBS 130 gzl e colarl g s gl y ol ol | 00l (5 30
P 03 g Sal O (15151l (S 003 domias (sa ) (S CdeS
0L (o0 (G low ylin DAb oy (LiS

s g a0 03 Ltol (6 Jnn £dl 5U ailo TS 13 35,15l !
Sladl e w9 (S5 S 00530 Bl i b 0 kae LU,
Lawgs Sloydoy90 slotl g lanl )8 )15l cpal (8) .ol dtisls S5l g
o A5 ored jloped B (Sglua by yilon LS godd JroST oo
(I7) 09 (50 2 g layd A Frasly oy

goaloslizul 2l gle SleiT)lS 0 alSlas jabody jsSde Il Y
03iusl g galad dogi 5 (38155 595 47,5 31418 5 )1 B0l gl
ylai 529 Sl o leiT IS 0 eolaswl cym ol 5 S 5
o Sl 05 8 B goslatul )3 SLuT JJsay IBS-AR jloslatw
Qmuu)qgamgwsdﬁ;\i)gu,@mﬁ._a:)ogou
a5 gl axdlao ;g5 B (M) - ol oo dpogl g ((leyo 51 8 wxdle
8IS AL Az 5 o L Lyl l l deaollite 4 odiiee § (353 )9l &
Slasl o)l g canlio jIploggaS (plasasgi b Cawl sais
)

ok sk stk ok sk skeokok ok

andlao 5l Baw ceewl Sl ‘S{LA)’T)lSJ.a}Lg&ﬁ
"ObeyS da el y0ls LS 50 ;65 due l pl ds Sloo guad dglie « ol
w|009;‘;deLa)T)lSJ.lo—'alBSd—i)’Lu-nubLo—u)é

IR P
oS S 5y ok 55 Gl a5 S 81,2 o o0
a5l aalllas (1) IBS (e ys ,3 5,18, - it (Lo s e il
0uiS da> 10 IBS a4y Mo ) losr (555 12,55 00 5 (gl 0dplin g0
20 @S (Gl y 53 SkedS g S 93 (b oy %5195 SkedS &
£ A s ol 39,5 (5 Loms - all WAA JLos b olgio]
Tor> Selne o allan g gl JBarhe 9o o dzhn 123 59,99
asdlas Jsb ;5 medle b abal) 15 S5 6 lons 43550 et ol

* . . . .
Functional Gastrointestinal Disorder

ko

Marker
sdkkck

Treatment outcome assessment
dokkok ..
Subjective
*ok .
Extra-intestinal symptoms

ook skokok ok .
Responsiveness
skesk ko skok sk .
Reproducible
stesk skosk skok ok .
Likert

skesk skosk skok skokok .

Visual Analogue Scale
steske stk skok skok sk ok .

Primary Outcomes

OIS 5 Lo e

9955} S5 il 035 gl 51 (5t B () o
S (5 b g sl (50 Shae PSS IBS (53,5 (5 ko
a>lid o sl golezel BB 5 o> S35l gtana b (Slondisn
Sl sle leiT 5 30" leys el o (bl egycn! 5l -l oot
T g 5 ko g ool oo 10 S i ol 18,0 IBS
WilgT o3 o3 3y Aiile ol cadle S S0 8,k 514 (0) L wl 004
oy e (g1 (2l S (B et 3 g (5 o s Sk oS &
Ot (S5 ke 55" l00g) 7 B Mo 2> 4512 sl
(#) -3l (2 5GBS a3 do

3B bl 0092 3990 IBS Loy y0 as s go ddS oo LT aS oy
axlg0 Tho,lgenIBS b slo olojT 5 aS ol SMSieo (43 15 oieo
byl Sz alise Lol sl ollae aSSol o do (i o L diin
sob o b calisre (gl 1l zuls bl g ailes )5 oolaswl e yo dwl o
2 b sl (LlejT)S s (Guis goar il 0055 (Al (8.8
A (S B (V) el 0391 1335 3IUTln 5 Selatanses (69 yo el
by el (g (b)) etz (b s (lelT S o byl oo 51 o 10!
10648, 8 41 80l g ool 5y g0

00l gty S5 ol I3l o3 1:(IBS-AR) IBS-Adequate Relief -)
£39:0 (0 0w jlo 51 (Sl yd 0598 Sl o A cenl /Al by b
Ml anilo 5g5 madle 13 (63 5u4 (A o3l LT canndS 3y cbn b (o
O399 83 50y g i e 9 29l T Sl I (b sl (Sa3T IS
LaS 93 g LT Bl 5l o 5 il Bl 5l o IBS-AR a5 Wil sl
el () RIBS-AR coladlas (o] Gl .l 00 g2 Lo yd s ey oo
S5 o b aS Jgd BT iy 1S5 5T o iy
ol o Rome T dzeS cogdle 4y . sl 0397 (g 950 00t 5 g0
oy o oolaul e ojlastawl slaylnl 51 SG lgae auly 15l oyl
o 145 A5 S a5 sl o sl sl
(14A) .é)‘JM

S5l ol :(IBS-GAI) IBS-Global Assessment of Improvement - Y
T o (ganpaz 0 gty 319, 0 k5 10 sl 9o 41 IBS oMle
ol jlown 31 Sloyo 0,90 (sl jo Il pl Gudo .08 o oolaswl
ol s 5 8 Jgane 5 &2 45 azuTL e 137 1058 o0
o unl B8 4T axis Job 151,095 e S5 e85 (o0
"l 00 iy oL " 3l 51 A% STV (G Az 10 S 50 e S0
S S10.45235 1403 o il Jlges " sl 502005 o
Loy gl "l oads o (amwgio e 4" 9" ol 00 20 04 5
315l Gl Gl Sl 4 By e Dlalllae 3o 255 (0 o guame
ol g e (SN SS9 9904 IBS e )3 9514 b (50 lins s 5o

VWAA tno) /F 0,locs /VF 0,98/ s )lgS




IBS b sl oleiT)S jo 0oy 0l o3 235l slaylsal

i SN55 EghsS IS 0y 5 IBS-SSS 5. IBS-GALIBS-AR
A S Syl a3l i g e a0 a3 Dl kS (M  AS0 103
(oD D (S 0703 ¢ S5 CandeS (IS 0705 Dl L J e oS ()l
Siaalal, S ypdlopsig ol ladlopige slodgz S mdlead SSopes
a50u3SPSS 15105 52 ko 5l oslo BT o dd 311251 (6 5 lin il el
(Stasmadd 5 g (Chi-squareIndependent Sample tTest sl yg0 gV

285 a0 (Spearman)  ye ! o(Pearson) ye e

sl

S0082.058 5 | Badlballeog S 0IBS 4 Mie Lo Y dslllasplnl Lo
SleMoledys o Jiadz J3-aallal el delaiecS bede Jdoa
28,5 el 9 525,90 (oMo 5 50 VY gal ooy S 10, &YF) a7
03923 yol>anlllanBon g8 )= Sl loyd LiSu il pasiaS ldyasgily
5(F) Ceslodoslsg piabogy edallas 3 sl e JS civu fldnsicon!
Croyd 4 sty (ol (Lt 5 15 5y50 (gl dunllio 4y Laiid 35S 1l )
ooly fiziVo o Jador 13 g lomluoguas g il Sgadlasiie. mylails 5
S ZF/0) Ja5¥ IBS-AR sl  (£51/%) 158 oy B8 Sl sl o
Gy (9l b) oy34s IBS-SSS b (7YY/5) 12510 4 IBS-GAI o]
O3l el Cnloddionls LV oyl Jgaz ) fildu  plemls poalad . a30ls
IRCRRPPES PP K EEON T PEN I [ Y ) (¥ PRUSUONI I CHON-S

At Uao (610! 50 (5 ylom o guas g Sl 1500 wlasuice 1) Jauo

Wwosls e

(JLFP618) T/ 057N (Jl)
YA/ZA Eogel Ska
(LY Bole#) $Y/YA£F1/0 (oLe) IBS & Ml Loy ke
W(ZYY) IBS-C IBS¢s
8(#)+/9) IBS-D
YY (Z¥V/A) IBS-M
Y (%¥/Y) IBS-U
bl adle ol
V- (ZYV/Y) W IBS-SSS
W(74/1) Lawgie
W(£¥3/) Fwey

el 0a e (Ao y0) sae by jlore Bl ool £ 1. S0l & g0 s ools

IBS: Irritable bowel syndrome

IBS-C: IBS-Constipation predominant
IBS-D: IBS-Diarrhea predominant
IBS-M: IBS-Mixed type

IBS-U: IBS: IBS-Undefined type
IBS-SSS: IBS-Symptom Severity Scale

* Clinical Significant
** Coping Strategies Training
** Attention Placebo Control
*::: Irritable Bowel Syndrome-Quality of Life (IBS-QOL)

* Extra-intestinal Symptoms Severity Scale (EISSS)
sk ki
Hospital Anxiety and Depression Scale (HADS)
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IBS: Irritable bowel syndrome
IBS-AR: IBS-Adequate relief
IBS-GALI: IBS-global assessment of improvement
IBS-SSS: IBS-symptom severity scale
* Chi-Square Test
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* Patient-Oriented Outcome Measures
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Global Improvement
kkk
Primary End Point
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IBS: Irritable bowel syndrome

IBS-AR: IBS-Adequate relief

IBS-GALI: IBS-global assessment of improvement
IBS-SSS: IBS-symptom severity scale

" Spearman Correlation Coefficient
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IBS: Irritable bowel syndrome
IBS-AR: IBS-Adequate relief
IBS-GALI: IBS-global assessment of improvement
IBS-SSS: IBS-symptom severity scale
" Independent Sample t-Test
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ABSTRACT

Background: In clinical trials of Irritable Bowel Syndrome (IBS), evaluation of treatment efficacy is still mainly
subjective. We compared three outcome measures in reflecting response to treatment in a clinical trial of IBS.
Materials and Methods: Sixty three adult IBS patients participated in a placebo-controlled trial of 10-wk
cognitive-behavioral therapy. Patients completed the IBS-quality of Life questionnaire (IBS-QOL),
IBS-symptom severity scale (IBS-SSS), extra-intestinal symptom severity scale (EISSS), and Hospital Anxiety
and Depression Scale (HADS) before and after the intervention. After the intervention, patients responded to
the IBS-Adequate Relied (IBS-AR) and IBS-Global Assessment of Improvement (IBS-GAI) instruments.
Patients were categorized into responders and non-responders based on each of the IBS-AR, IBS-GAI, and
IBS-SSS instruments. Quality of life, IBS and extra-intestinal symptoms severity, anxiety, and depression
scores were compared between the responders and non-responders.
Results: Forty six patients (mean age 31.5 + 6.9 years, 82.6% female) completed the study. After the
intervention, significant correlations were found between responder definitions results (r=0.385 to 0.689,
P<0.001). Compared with IBS-AR and IBS-GAI, defining responders based on the IBS-SSS instrument was
related to more reduction in severities of IBS and extra-intestinal symptoms, anxiety, and depression scores
and to more increase in quality of life scores.
Conclusion: The IBS-SSS instrument is more comprehensive in reflecting changes in symptoms severity, quality
of life, and psychological status compared with other outcome measures. IBS-AR is accepted as the current
standard for evaluating the efficacy of IBS treatments, however, we recommend IBS-SSS to be applied as well.
Keywords:Irritable bowel syndrome, Treatment outcome measure, End point, Clinical trial, Symptom severity,
Quality of life
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