2024 4F 12 35 H 4533 %45 23 ) ¥ (a W @I

Vol. 33,No. 23, December 5,2024 China Pharmaceuticals Drug Evaluation
FE 425 :R95;R972%.6 XEFRERD: A X E4S:1006 — 4931(2024)23 - 0117 - 07

d0i:10.3969 / j.issn.1006 — 4931.2024.23.025

SR
fii T X Z5 AKX AR ER R LR FIRA RN
NIEE "2, X ERE,EO8 2, TR L,ERS S, K =

(1. EXERKFHFR, M EX 5630005 2. GHEHAFERELR, 7 100053; 3. & #LFH 5
MELEER, LT 100020)
BE: B RLFNIT R 00K IR E IR (SAMS) 69 52 /E R 28, A 06 R 25 e KRBIERF KR KRR e £
PubMed .Embase ' B %2 W | 77 7y 445 & F B £ EAL £ 2023 F 8 1 | B A K SAMS 69 3Uak, AL T £ A B e T £
By FIRET LA AR R B K AR R SR £ F AR R ST R G Y Rat 2 B E AR AR AR AT RN R £
T AE R B IT K 25 4 T TR Ao SRR 2 PR AR GG U S AR R RS R R R R SR £ S 0 AL AT PR K 3 (RCT) 33 5% 1) REATL X
BRI (N - of — 1 K28 ) . & A Cochrane 143 X 7F 45 T B RoB 2 T3 N ik 347 L = 7 AR IE &A1 5%, 18] 64 57 i P ik 48 3 4 38 3 A7
EENWRAENERGE AR RN ER kD) 1229 MLk, RAMN 8 AR, L ikikit & B35 A7fn 46 Rk
BT R AR 25 RAT R VR AT £ 25 4036 9T B, 2947 38.00% ~ 77. 8% B4 49 SAMS 254y Rt & L% 5] T
B R A 89 % 61 s SAMSON 3K 3 v R % REAI ML 5 A 90% B E A 175 Ao 5 22 SAMS B K ey B R a5 B B %/
AR XU 76 77 e 0 TH A0 T AR A MR 767 60 R I, IS 2200 i R B AR A A R A,
KR AT R M R R T IR R R A RS 5 & AR
Nocebo / Drucebo Effect of Statin — Associated Muscle Symptoms: A Systematic Review
LIU Xueying'?,LIU Biging’,CHENG Hongqin®,LI Xiaodan®,DONG Xianzhe’,ZHANG Lan'’
(1. College of Pharmacy,Zunyi Medical University,Zunyi,Guizhou,China 563000; 2. Xuamwu Hospital of Capital Medical University ,Beijing ,China
100053 ; 3. Children's Hospital Affiliated to Capital Institute of Pediatrics ,Beijing ,China  100020)
Abstract: Objective To evaluate the nocebo / drucebo effect of statin — associated muscle symptoms (SAMS),and to provide
evidence — based reference for clinical medication decision — making. Methods Literature related to SAMS in PubMed, Embase,
CNKI,and WanFang databases was searched from the inception to August 1,2023,and the randomized controlled trials (RCTs) or N —
of = 1 trials of comparing the incidence or intensity differences of muscle — related adverse events (AEs) during the blinded and
open — lable period of a statin intervention, comparing the difference of muscle symptoms during the baseline and the blinded
phase of rechallenge trials in patients with previous statin intolerance,or comparing the incidence or intensity differences of muscle -
related AEs between statin intervention and placebo during the blinded phase were included. The Cochrane Risk of Bias 2 (RoB 2)
tool was used to evaluate the quality of RCTs. The methods of data processing (quantitative analysis or qualitative description)
were selected according to the heterogeneity among studies, and the nocebo / drucebo effect value was estimated. Results A total
of 1 229 relevant studies were searched and ultimately eight studies were included. Due to heterogeneity in the methodology design,
outcome indicators, and outcome reports of the eight studies,only qualitative descriptions of the results were provided. Approximately
38.00% to 77.78% of reported SAMS or drug intolerance during statin therapy were affected by nocebo / drucebo effect, and the
nocebo / drucebo ratio in the SAMSON trial was 90%. Conclusion Proper identification and management of SAMS and drug
intolerance during statin therapy, as well as vigilance against nocebo / drucebo effect on making clinical decisions, will help to
improve patients’ long — term compliance with lipid — lowering therapy and reduce the incidence of major adverse cardiovascular
events and mortality.
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Tab.1 Basic characteristics of included studies
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Note:IQR refers to the interquartile range;* refers to confirmed SAMS,defined as a 25% higher individual mean VAS - score during the treat-
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Tab.2 Results of nocebo / drucebo effect assessment for included

studies
. SANS/ feiT £ B Rt & RARAA
EEET TEE fita(%)
JOY 20147 8(100.00%) 3(37.50%) 62.50
TAYLOR 2015 120(100.00%) 43(35.83%) 04.17
ODYSSEY ALTERNATIVE™ 63(100.00% ) 14(22.22%) .78
GAUSS -3 491(100.00%) 209(42. 57%) 57.43
ASCOT- LA™ HR=1.41,95%CI(1.10,1.79)  HR=1.03,95%CI(0.88,1.21) ~ 38.00
StatinWISE ™ 151(100.00%) 34(22.52%) 77.48
SAMSON 90. 00
MUSE® 77(100.00%) 20(25.97%) 74.03

7% SAMSON X B 4 25 By 245 (B B LA b 52

Note: * indicates outcome of the SAMSON trial (nocebo /
drucebo ratio).
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