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Rapid health technology assessment of linaclotide in the treatment of constipated irritable bowel syndrome
LENG Yujing, FANG Hufeng, YANG Hao, SU Dan (Dept. of Pharmacy, Changzhou Second People’s Hospital
Affiliated to Nanjing Medical University, Jiangsu Changzhou 213000, China)

ABSTRACT OBJECTIVE To comprehensively evaluate the effectiveness, safety and economics of linaclotide in the treatment of
constipated irritable bowel syndrome (IBS-C), and to provide the evidence-based basis for clinical application. METHODS Rapid
health technology assessment method was adopted; PubMed, Embase, the Cochrane Library, Web of Science, CNKI, Wanfang
data, VIP database, SinoMed, and related HTA websites were searched. Systematic review/meta-analysis, HTA reports and
pharmacoeconomic research about linaclotide were collected. After literature screening, data extraction and quality evaluation,
descriptive analysis was used to classify and summarize the research results. RESULTS A total of 11 literature were included,
involving 7 systematic reviews/meta-analyses and 4 pharmacoeconomic research. In terms of effectiveness, compared with placebo,
linaclotide could achieve FDA specified endpoint and European Medicines Agency-recommended endpoint faster, significantly
improved patients’ complete spontaneous bowel movements (CSBM) , abdominal pain, constipation and quality of life, and
relieved patients’ global symptoms; compared with the indirect evidence of lubiprostone, plecanatide and tenapanor, the efficacy
of linaclotide at the FDA specified endpoint, CSBM, abdominal pain relief, and global relief response were the best. In terms of
safety, the incidence of overall adverse drug reactions, diarrhea and flatulence caused by linaclotide were significantly higher than
placebo, but patients can tolerate them. In terms of economics, compared with traditional therapeutic drugs, linaclotide showed an
economic advantage. CONCLUSIONS Linaclotide has advantages in efficacy, safety and economics in the treatment of IBS-C. It is
an effective strategy for the treatment of IBS-C.

KEYWORDS linaclotide; constipated irritable bowel syndrome; rapid health technology assessment; effectiveness; safety;
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2.3.2 CSBM W21,

S5TIMFFEHRIA T CSBM N A E L, A1 45 CSBM L 2 |
1 JE P SBM 3% B3 24 h P SBM i 2% . CSBM 34
BRI 1 SBM L 28 Bisf ] 45 SCHR[14]45 R R
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2.3.5  AEIETETFUGER

2 TAF ST AR 1 A 36 B PR e R, — T
FELER R, 5 REFA e, RIIR i K nT B g ke 3 R
[ 4 3% BT & PE 4> [RR=1.38, 95%CI (1.09, 1.74) , P<
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95%CI(1.01,4.53) , P<<0.05] /% 1) B A KR b & A
Yo 5 R, TR IR K 250 g 2H 5 22 BRI 20 i 2% S
TG it E X [RR=1.13,95%CI(0.81,1.57),P>0.05];
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W EME 2R,
2.4.2 PR HWHEYT &A%

2 WUAE ST 38 T OR RN P BRI R & A
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AE W8] N 36 97 B AS RN B B R 3K AR A 4 (quality-
adjusted life years, QALYs) ., Z5HWn,54E N, SHril
HBZAH LL , FIAR Y KT 2 22 4K45 0.089 QALYs, [m] i
] = A FRAN A 659 DE% | 1B A -0 EE (incremen-
tal cost-effectiveness ratio, ICER )}y 7 370 #ef%/QALY ; %t
TFARER AR, FIIRIE AKAE 20 000 924%/QALY (17
B AT BE N HAT 2B R T etk 73% , & —Fh 25
ARIRIT TR,

Huang 55" 8 7 FIIR & K5 €& LR g1 B T35 =
IBS-C B HE AT . 45 WoR,7F 12 YT R, A
% R AL X S Lo i 81) B 4 A0 35 A A 306 o v 40 ik 3
RO R 61.1% vs. 57.2%, FE R AE R 28 i R 43 90 N
19.3% vs. 13.0%; 53l LA A= 136 o2 £ 153 5035 S50 RN L (A
ARG ML, JBE PP RR 7 52 00 A 43331 4 803
FETI0 vs. 911 3EJE 977 FETC vs. 1 056 FETT, 7] 431 2 4K
50.192 1 QALYs vs. 0.191 7 QALYs.0.190 9 QALYs vs.
0.189 4 QALY s; #EZ RN E S A4l SR WY, AR I AR L
AR IRTT RO R MBARA AR 2 e —Fh B &
DRI R

Shah 25" F A5 1 56 [ IBS-C 3 f FH AR 3% K | 5-
0 Jie T H8 IR R L L m g R L R IR K AR
FODMAP &4 AT HIRIT A5 WA
FAREF , AR A HH A 7 28 i 97 385 4, (BRI TIR 7%
JIK 5 5-3% €0 i P B HUAT i 351 L 48 9 ICER A 1 684 547
FIC/QALY , T8 T 5 5 1Ml 45 (I FODMAP &4 FIiA
TTMIRIT 7 28349 L 5-8 €0 e P48 IR ) 5 58 A5 4%, B
ICER <20 000 3£ JC/QALY . M E MR , MR K
AH LU A 7 227 RCE A, RIIBIE IA T 1 AR A
2 982 JET0, JEIRYT IBS-C ¢ 174 WA 1) T TR it 5 24 &
HRE AT BE IR ) 11 7 92 I0/QALY I, FIHR I
B8 UM IR T A R 5 T A b B E B 45 TR
FODMAP S /25 B4 Ur IR r £ . SR, %o
W dg XS gh AR 3 IR M, A o Pl
AR BB AT BIE T, A —Fh g oA 2 DA
it 40%.

Xiao S5"7E 2022 4F43H T IR IK 5B B TS 2
(R & FERZLI) b B IBS-C 1 A -850
SE R FIRIE K VBB 2 LR RHAYT 14E,
Al 43 514K15 0.821,0.795 F10.781 QALY AH N 14 5. 2% 1
435 9 578 I (1 388 I ) .8 797 JT (1 276 It )
9 481 70(1 375 3T0) , AH LU IR & - EERIZL A0 , FITR I K
i ICER 73 51 & 29 643 JG/QALY (4 298 25 JG/QALY ) Fil
2 417 JG/QALY (350 ZEJG/QALY ) 5 FF ELAB AU LI 25 5
TN, AR 2AEN, 5 O T RERFLADREAR L, FIIR I KR
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