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IBS-SSS . AR }% IBS-QOL 7 IBS Ifi K F7 3k
PEA R AY N BE 43 At

FaE B ExA ek & IRE' k3R Eag

HWE BB WEM P44 (irritable bowel syndrome, IBS) 16 KA R F % A 57 2 3F W 35 47 89
B, A1 IBS #8% W B 25106 KX I 16 SR 7T ORI 154769 B A RAEAE . FHik RAMAL WE LR A 2
MG AR Bk T, ¥ 58 ¥ 5 A IBS(diarrhea-predominant IBS, IBS-D) & # o 4 X340 (28 #]) &%t
M (30 #)), RO P EMmE | FF , R AaRmE | TF R, FEA8 A, AR AR
Fo, A HHMEAR K IR A A & L8 le R B AL, 3P AR IE B AT E R 0T, A IBS R = £ E E & (IBS
symptom severity scale, IBS-SSS) .IBS A& i 2% £ (IBS quality of life, IBS-QOL) 24 A B X &,
JERIGH0 £ o 1A, £ & T % & (hospital anxiety and depression scale a,HADa) L 74k F % &
(HADd) 8944 A R , 9 A XHEDA X & ;A 4% M (adequate relief, AR)MEA R & &, s KI5 HK
IR A B TS, FRFEE N MLogistic B2 % & VUEIRIEH A TR A B AHF AR, LRI A K
*ERBLE P IR A T A — 4, AL R AT R L E AT, R O RBA%TEERS A LS B TR
B, EZFARITFENL(P <0.05), ¥ AR AKIEN A A BT A, F 5K IBS-SSS.AR.IBS-QOL # K5
J£. (1) IBS-SSS LR X R B ERS HELMARKX X R, LB B REA 1.59, 16 KRB HJEH &,
(2) AR 932k B A S HHE A KRB ELBEAMKX K R, (3) IBS-QOL 5 HE A8 L s R KA X X 2 R
T, 5REBSA AR, ABRAEA0.61, BT FREE, £ IBS-QOL TR ENEELT, SHE
% MERAZV A L AR R l6 R T AL, 2 R B4 #1 4 0.50.0. 70, £5i€  IBS-SSS s K R L 54T, &
SV RS BORN PR AR 69 R M A B MR AR K R AR K, R EEZE LA ARE LR E;IBS-
QOL A W 4 6 AR R B, XYL 8 2 45 K 6 16 B A AL &

KEIRA MHHLEEAE;IBS ERTERE S L RAEM;IBS AF R 2497 ZORN; BB L4 H7

Analysis of Response of IBS-SSS, AR, and IBS-QOL in IBS Clinical Effect Evaluation BIAN Li-
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ABSTRACT Objective To observe the response of common indices for clinical effect evaluation
on irritable bowel syndrome (IBS), thereby providing reference for IBS related clinical indices in clinical
trials of Chinese medicine (CM). Methods A randomized, double-blinded, placebo control trial was set
up. Totally 58 diarrhea-predominant IBS (IBS-D) patients were randomly assigned to the test group (28
cases) and the control group (30 cases). Patients in the test group took Chang’an Recipe I (CR 1),
while those in the control group took CR I placebo. The therapeutic course for all was 8 weeks. Defeca-
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tion related symptoms was taken as significance in clinics. Principal component analysis was performed
in symptoms index. IBS symptom severity score (IBS-SSS) and IBS quality of life (IBS-QOL) were taken
as dependent variables. Main component value and the integral of hospital anxiety and depression scale a
(HADa) and hospital anxiety and depression scale d (HADd) were taken as independent variables. Their
linear correlation was analyzed. Adequate relief ( AR) value was taken as dependent variable, while
symptoms index was taken as independent variable. Their Logistic regression correlation was analyzed.
Main component value A and B of symptoms index were taken as measurement index. A group with effi-
cacy was selected from the test group or the control group, and response analyzed in patients of this
group. Results  There was statistical difference in main component value of A and B in the test group af-
ter treatment (P <0.05). So data of the test group were taken as referential standard, the responsibili-
ties of IBS-SSS, AR, IBS-QOL were observed. (1) The score of IBS-SSS had a linear regression with def-
ecation related symptoms and anxiety scores, and its responsibility was higher with an effect size of
1.59. (2) Response to each AR was linearly related to defecation related symptoms.(3) The score of
IBS-QOL was not obviously correlated with defecation related symptoms, but with moderate response to
anxiety state (an effect size of 0. 61). Domains of dysphoria and worries about health could reflect clinical
IBS-SSS had better clinical re-
sponse, which was suitable for IBS clinical effect evaluation. Response to each AR was related with defe-
cation related symptoms. But attention should be paid to its clinical meaning. IBS-QOL had a moderate

changes with the effect size of 0. 50 and 0. 70 respectively. Conclusions

effect size. It was suggested to be used in long-term clinical research.

KEYWORDS

irritable bowel syndrome; irritable bowel syndrome symptom severity scale; adequate

relief; IBS quality of life; efficacy assessment; analysis of response

I BRI R A 98 R TR 4922 (1999—2015) )
NN BRI PRI RO AR 2R v B i
PREFSE A7 W DGR el & . it B 80% LA
B B 253097 W B LR B AiE (irritable bowel syn-
drome, IBS) By lh PR A 58 % H 09 ¥ 2 52 & PF i 45
B AR EOA 22 19 SCHRCR T 1 B E 3@ A7 1997 807 e
fern . BT E A IEM IR AR L PR AR R,
S PR P D A6 AL L 25 1 R 1 S5 9 R 4, 30 PRI 34
AP 55 2 A BT, X IR 4G I P8 AR kAT T £
YR, AT 325 I R IT 25015 8 K i 25 %, il IR
PR a5 AT [ . 2 o AR o DL BRAT B SCHR T 52
SR, XoF e PRIT RICPT i A 18 28 B 4 o A A I
FEMEF RS A IBS GE R ™ B £ (IBS
symptom severity scale, IBS-SSS) . 5% 4> 2% fi# T
#r (adequate relief, AR) .IBS L i i % (IBS
quality of life, IBS-QOL) J .0 ¥ Fe 452 (HH:
HetF I R AR WGP X T — D AR PN
fEbR, N e R M, bR AR B U SEHE AR A1, X5 T il
PR o B2 014 A R B, B2 T i PR A Ak Al s i
MIRETT o HBE 25 7RI R RCPE A0 I 1o L 5 | A [ B
FT T RO 7 1 LA 2 3L R IEAN 1A R . (B B Rl
] YOG TF AN R 28 1 48 A 78 I PRI 55 DA v 1 85 fE —
Sk S B WG R AR A6 A B isf 1 1 Tm) A e A2

IBS & —FhThfigt: 8 Wi, 3 EARPAER I T2
Wro FEIGRITREAN i B v, 9 B 3 — A~ FE 211 ] i
S AT AA A IR LA, M N AN R SCHER A
WA, R HEEAE SRR " o SR %FRE R A8 A5 AT
TER R AN R IR F] 42. 5% ; B N4 KB R AN
Shr, A A PEMFR bR R N S A, U T T 5
PRI A84e o [REF, DA HEME AR DCRE R ™ 1 R i R A
B XA WA A 1BS M2k, RAAAEIRA 2 IBS X
BT H AT AL

AR LA PRI G ARTE , IR AL O 256 %
1 IBS-SSS AR .IBS-QOL 5 [H [ i 1l A7 3500F
Wb SN FE K g il RV 2, A Sk IBS I R YT 24T
MIER RIS %

AREFE

1 2HitcifE P O FrifEXT IBS 2
Wy R Ay RURRAES . R R A R BN IS B3
AWEANHEDH 3 RBIER, GIFLLTF 2 &Kk
25 (1) HHEGIERG MR ; (2) KAREHHEA HEE 55
REAE ;5 (3) RAENHEA RAEHR (HPI) 207425 (4)
ZWHER B R 6 N H i3 A AR LR
W, WEY5% IBS (diarrhea-predominant IBS, IBS-
D) : &0 25% M HE 45 H CBIAR ) S 0K AR , il
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FE T ERkIE <25%,

2 PASHEGRARE ARSI (1) 554 IBS-D
U IS WbRE; (2) 4R 5 18 ~70 %5 (3) K4kl IBS-
SSS 4y >75 413 (4) ZIAE I, A A& M [
AT (5) B AR A My, REARIEIR YT BT, A — 2 ) 132
BT o HEBRARUE: (1) fFEA O T B R AR &
WS I R G MM AR (2) AN ALIE RS
PR (Ang MR 28 55 ) , B 52 e T Ak 1E 3 71 1Y
BP0 AN HORR IR T RB T 1 BE PR L 12 1 ' T
REAE FEPI S RGN SE) #; (3) IETE 7T 245
SR8 AT B2 MR 15 i DO RE 259 (B IRAR BE 25 4 L 55
I B HT, Z AR AEST R RS R BRIl A2 3 )
R BCINERZ] PR Wi B T 255 ) 5 (4)
A TFAREE (BRDIBRASE) ; (5) AHF5E I
AR 25 o B sk M Bk o 35 (6) 22 )
WHFLIIE L (7) A P 28 2 G095 s slORS 0 9 50 &
(8) IEFEZ i H Al KI5 .

3 MR 58 2 E ¥ 2009 4 8 J—
2011 4F 3 I E R E B PG st BE B [ 112 B At
SNTFHRSE R AL R g 4 (28 fi]) Bkt B4l
(30 fi) . PILLBE A P SR e b (1) , 22
SIS E X (P >0.05),

xz1 OHABRE—BERE (xxs)

A e Bl A (4F) MAE(H)
Ry 28 19/9 47.68 +12.98  79.75=103.64
X 30 18M12  46.13 +13.01 107.60 +94.96

4 W SRAIBEAL RAUE 220 Bl PR
I BT, B ALY H 25 i 48 BR O30 T i3
BERLIEED, I RURIBE R 259 . iR b 24 %2 |
577,150 mLAS; X RAR G % 15 75 2R, 1
SO NG [ 15070 JrFEth 8 A,

5 BRI LI ITE AAEIER HAC IBS-
SSS % AR .IBS-QOL . & i £5 J& 5 # AR &5 3% ( hos-
pital anxiety and depression scale,HAD),

5.1 SRR HIC  ARAEAIR HICSR A J5 4G Bk
VE R HEE AR SCREAR ™ A Bcda R IR . AR i & e R H
ICHIESR, 4 ST ALLET 2 A BT IS 4 g i
2 Ji A 4 JA DAL R R ORAEPIR CRPIR KA | IE
HORAE) FERE HEE Sn R A S AR S S HEE
FRTUCER, A 450 JSURE L A S IR 38 K EAR 48 B0 7
e (D) BRI EC(XT) = BAALI E) P IR R Tk Buse it
KA (2) HEEHE K (X2) = A7 I a] A R R E0Se
TFREG (3) HARIEE(X3) = (B B[] PR R AR

B+ BT A] MK FEE IR B0 1583 KA (4) (8248
(X)) = A7 B[] Py HE (3 20 B Buse ok KA
(5) EBEFEHL(X5) = HLAor B[] PN A )5 AN Bk BU/45e
HRE (6) BiFE B0 (X6) = B 7 i ] Py 25 16 vk
g KA

5.2 IBS-SSS ik IGNEIRFEEE JE IR AR
R B HEGE 3 2 B AR T A 5 ST (1)
IR AT AR 43« IR IR AR 4y = SE PRI R R B4 X
100;(2) IBS-SSS % k.43 IBS-SSS £ i 4 =
NIRRT + IR R B + IE KRR B AR 4y + HE(E
R RE ALY + XA TR R AR

5.3 AR @SN “TEid 281 AN, IR IBS
PEIA AN TR AR AT B 2 I IR i 77 A2 30 3 [l 2 02
B w7 AR R URBAE S 50T

5.4 IBS-QOL % /rillitE sk 0y filE
RENHEER Yy, RO OEUERS A7 B B i
B R Rk AR S ThRE TN e R
JiE 8 MNYERE . R S Y FE R I LR A i
BRRUESY S o ARUESY = (45 4% H BRSO — BRI i
A543 BRI /3 ) x100%

5.5 HAD HAD ®FH£EE T &% (HADa)
ElF# 3% (HADd) B4~ R 4L, 4 B33
ANTREEMBST, EEH TR B Hr IBS-SSS
72 .IBS-QOL R MM H %,

6 ity R SPSS 16.0 #1758
M. R RUMALE, P <0.05 N2 %4 4 i+

6.1 SERFEEFE S0 AERAE B G IE
I HEGE PR 2 R RSk 6 i, b Bk

REGHAT £ 40 0T, LAHR S 19 E o (A0 Lk
FEARTE B T 0 M. T IBS-SSS #3& M4 2 JA
i 1 I, HAD .IBS-QOL &£ R4 4 FilE 1 K, H
PR RV BE A3 AT (AORS f BE, a  LATRYT e R 2 Al (&
WAy A) B4 R (FERS B) B R R R4S
o (1) FRLsr A LIEE 2 B R 007, 8 5 Wi
WEAIET. TR BT R 5 — 3 B I RRAE
MK 3.666 , i FE T A AE 51 61. 1% , HoAth 32 il o0 4%
FEARES <1, B 4R I — A T s B el . s A
BAARI T :Z, =0.196 x ZX1 +0.234 x ZX2 +
0.227 x ZX3 +0.235 x ZX4 +0.215 x ZX5 +
0.163 x ZX6 , FF A i it 2 A5 3 e 3 Bl (Z 320R
5 NS AR EIL () o (2) T B2 LA JE
TRIT AR 4 TR R R T, H 3 IR 5 I AR I
iR, FRr B 5 AKX T :Z5 =0.186 x
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ZX1 +0.231 xZX2 + 0.230 xZX3 + 0.229 x ZX4 +
0.209 x ZX5 +0. 166 x ZX6 , 3 H 4f% it 2> R4
OYTBUE . A ARG 56 3 06 4 % %k B 2 %o T 99 174 A
PR ERE L — 41 F % %% IBS-SSS.AR X IBS-
QOL 11 J v B o

6.2 ZIu&PEBIASHT B A4LET 2 JH RIT
J5 4 .8 JH 1 IBS-SSS (&% IBS-QOL) .HADa .HADd,
F s B 3 RINEE A, LA IBS-SSS & E R (5
IBS-QOL F43) AR AR i (YY), AR F8 B0 32 oA
HADa .HADd &=#3h B85 (X) , H%E X XY 1)
SO AT HZR PRI H OE R

6.3 Logistic [nIH453#1 L AR {H N A8 &
CY) ERFEE F W AME R A A2 58 (X) , H W ]
Logistic [FIJH %

6.4  SNEESTHT LUK AR FE B 35 o 1B
EEAR, 7RIS A s R A e B TR — 4L, IR L
UCA B AT RO BE A3 BT o A0 A T X ¢ S B A AR
B RPBESE o BOMRIE = (Xiaper = Xgen )| Siai o K
MRELE 0.2 ~0. 5 /NN ;78 0. 5 ~0. 8 Ay
BN 50. 8 LA A RN .

& R

1 PIALIRYT S e R T B 3 BT AL L (32 2)
RIGIAIT G T A 5 B Irak s, 2R a 5i1 2
Y (P <0.05), MMixf BMALF A% RG22 L
(P >0.05), i LA 35 20 54 1F oy 2 B bR o, 5 5%
IBS-SSS.AR }% IBS-QOL [ JE .

R2 PR R AEIRIE B T R

£3 RAIHIBITHIS IBS-SSS & IBS-QOL
WRPSE (47, x£s)

i H HRITHT IT)E

IBS-SSS 243.79 +74.15 126.20 +83.04 **

IBS-QOL
My 29.67 £20.17 17.34 +14.93 "
ISRl 36.22 +27.83 22.44 +25.33"
A7 R i 38.64 +25.08 30.03 +25.34
AkES 14.77 £16.08 14.77 £17.94
fiadzZiEn 48.41 £29.42 27.78 +24.91°
Fiigcerl$lis 48.02 £29.80 39.68 £26.86
2 TRE 23.30 +£18.42 17.05 £19.40
AT H 17.11 +£18.73 11.18 +16.61
KEHRE 18.56 +18.71 12.88 +14.26

i H 20 3 t i P {H
FA A R 3.256 0.009
oy 1.819 0.092
FHisr B 55 2.802 0.019
Xt B 2.008 0.066

2 R HIGITHTG IBS-SSS & IBS-QOL # %
BUFHE (2 3)  H5AR4UAIF T, R 4697 5
IBS-SSS .45 . IBS-QOL 3¢ Mo MBS
fat AR 4E FE 553 W R (P <0. 01, P <0.05) .

3 IBS-SSS R R &K (2P [m1 5 K hy
vl

3.1 IBS-SSS i £ M A 2 1) Lk % 8119 43 #r
(#4) IBS-SSS LH:MIHEI% ANOVA 7343,
RAFI R (F =16.427, P <0.05) . SR8 5k 3 i 4
B J HADa 541t E X (P <0.05) , #&/nHEfE
FHSEREAR 5 £ JE A3 4] IBS-SSS 1™ HFL A 5400,

. 5RITRT e, " P <0.05, P <0.01

R4 IBS-SSS M H R AL ME FH 5By

[ FrifEAb R 3L t 18 P i
Fis5r B 0.501 5.947 0.000
HADa 0.230 2.227 0.028
HADd -0.008 -0.079 0.937

3.2 [NWESHT SAHIRITHI AL R 8 M
JEIREZH A IBS-SSS fE LI/ U] B, R AL
(P <0.05) , &7~ IBS-SSS 7 # X il K221k
Ao ARYERON R BEETTEE A, 1BS-SSS R R
1. 59 RIS e PRAZ ) S BEH

4 AR 5iERIEEMLogistic [H1AHF (£5)

WRIT)E 2.4 .6 .8 B E T A S AR (14 kil
AT, LLAR BRI (G2 51) IAEE(Y) , FK
g3 AN EZER(X) , 55 X XY BN . 857 Logis-
tic [EIABIRL, 45 R W], AR [ AR N 24 5 Rk 2 8]
AR EER (P <0.05) . 1T AR SHiRYT o Y E M
VA, ok R T ROV TR

£S5 AR RIS EMILogistic 15115734
Ay B Prifis Wald P i
FEHS A 0.506 0.215 5.560 0.018

5 IBS-QOL &35 M K 2 iy 4 1 [ 05 K s g B
Gk

5.1 IBS-QOL i & 52 W PR 2 19 £& 1 [nl )3 43 #r
(#%6) IBS-QOL k[ JA#i% ANOVA 73#r B,
BRI (F =22.224, P <0.05), HADa i/ 5
IBS-QOL M X R #f, ZH ARt E L (P <
0.05),

5.2 W ESHT AR ARIT TSRS
8 JHIBS-QOL &P 1T HL Xt 4555, 45 %M IA
7RI 41 % IBS-QOL 5 £ P4 86 77 i B 2 ok
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%6 IBS-QOL &35 R 2 2 vk B3 4347

T PREIL R BT tfH P i
E/S B 0.139 1.688 0.095
HADa 0.562 5.648 0.000
HADd 0.086 0.871 0.386

¥, 3278 IBS-QOL it Ak R Bl K A2 fk . AR R
JEHA AR, IBS-QOL My R4 0. 61, HiH] IBS-
QOL HAHEE RN, X245 4E B i 43t = W, O 580
45 AgERREFEDIE P A2 B RS S Bl IRAZ 4k (P <0.05) ,
RN R 43514 0. 50 0. 70, HA FR &5 B

Wi

I RYT AP 1 H 1S R I B 2 0 iR 7 A
o T B 2 BB XTI R Y7 25 1 4 sl 2 A Ak e S, B I
RSP RO FR AR B BT — 2 W . Hl IBS Il
RSP i FH B8 4 H8 b, A6 22 R LR AEAE—
e,

IBS 13697 H & T BRIBUE s ae itk 48 & iR
AEREES L X3 W 3 TR, — e B
AT ; — & FREAR AT 5 = I (e R A 56 A 115 o
AT . MSCHER AT R A I IR b 0 A4 2 17
SO BT 3 N RE AR VEA | i R VRN R B AL G A
#r 3 KJ&. HHETXT IBS WG RIT SFA , AL 35 PRl
B, — 2 DL 3k FE A 6T I R YT A #E AT AN, 4N IBS-
SSS.IBS-QOL %, 7 —Fe R EUE & A it =X,
PP ) B AR SR AR A T I, 40 AR (52 i W i %
E, HEF| IBS TEA R IS ik e R AT 2 W i iR
I HERIE IBS 2 Wil 5z (1) B, J2 IBS 5 H A 5
FH X 50 B AR 2% A, T BECER A5 R A 90 o e i 8 1 3
— R SR BIRIRAEAE o TRIASBIF T2 % I PRI 7 2%
TERFEAR A2 TR BULAAE IR R SRl o0 BLPR 2SI 9F 4y
M, e % H 5 IBS-SSS . AR IBS-QOL 1y

IBS-SSS % : M IBS-SSS 4 H kit kE, %
BRI K RAEIR , S MR RS RS BT
ZERRW] R SRR 8 B S 2]
FRIAF SEME , I R F2 7 76 0.8 LA b, BLAT B0 i J
o FEIGRBFFE ot & B, 12546 b 5 oAt 36 b 5 R L
B TIAh, T R AR R B B AR U
WG R 2, %F IBS Y a8 % AR AR Ak, K i R B
JE AN VA PR T2 B R T D B %o (e R 2
SR RIS K 3% 5 R A R R SR T IE IR
JE AN TE SR, LAE B OB v

AR Xt AR [ F — BLAEE G, Grisl i 2

A PR BE T R WL RTS8 & A5 fk . Bijkerk CJ
25107 59 3 Sk [ B 114 77 325, 4 AR IBS-SSS KB4y
S AH DG A 176 T 2 12 R 1) 550 R0 8 ) (s A T
Al A TEXTREAR I B AR A 7 i B AR . 59
AT RN, AR R 2 2% BRI 10FE 40 7
WP T RHER ™ . MR X B, AR BHER
K TIRIT AR PR B 1 PR 8 Sk — S n) L, s e T
YRR AN H bR MARBESTES AT LA RN
AR BIFARIEMY , H S50 (A8 LA S8k, BERS I WL AiE
R . (HRTENG RITSOEM A 1 R R 2
WArBF R B AR SEAT PR, 4R I X 22 W i [ 24 ik A 7
LR B R A L B R A R SO 1 AN R
A T RORORL, R R IR FR AR A T R AT
W7, R EAE NG IRME B AR X EL Rl e
ok —seln) @, AU H T 2 M B BT, a0 AR
{14 o7 25 T B R4 T 7 R S 05 I BRI 4T, o
FEATR) B B 4 52 A5 BRSO ) 26 5 3 41, ml e 45 i
PRAEMAREN G S USSR 2%, 25545 25 BRI PR ARV

IBS-QOL % IBS-QO & £ 78 3 [H | 2 74 7f 45
A E R 25 5 BERSUE (R I, R A i Ty
WRFSE " . ST i% R 0 R R SR T N Y
— I IE R 1% R A — 1 RO B (R g
FEARXTIGIRAE B X AT A, EFENSHAEAR
ARBAT , HAUH — 4~ Pk B 458 , % R JBE R 4 A I
I AR, I R a0 RS A g ik — 4
5y, 1BS-QOL 53 F2 B2 0 A 1 o i 1 % 5%, 16 J
WIS RER B 56 R AN I B, 32 B A RIS A O,
RO ROBE Ry 0.61, HA w45 %00, Bl 2 KT IBS-
SSS. M KA R MWK A, SR b LU K
W X7 R R o (H X T — BT R A K B
8] Bl 7 1 1 PR BF T, IBS-QOL 2 22 19 #1811 15
L,

L5 LTIk, IBS-SSS i R I B 54T, 55 HEAE AH
FEREIR T A EOIR 25 B B AH 5, 38 A 78 I R IT S0 FA
IR AR R BN 225 5 RAH C, ol F AR RT3
Mrid e, 5O 2 RN A AL A R AR R b, LTS
FERH AR X A E ;1BS-QOL 5 £k JECR A4
R, SRR R AN, B A I R ROV 38 A 0
2R TR K I AR 5T A

Z % X #t
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