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Forest plot of placebo response rate in the publications of Chinese

herbal medicine placebo for functional dyspepsia
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Figure 2 Forest plot of the effect of diagnostic criteria on placebo effect in the publications of
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Chinese herbal medicine placebo for functional dyspepsia
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EIFMPLER(I5%EEXIE ) 1461  0.42 [0.36; 0.48] 100.0% -

B R AR Tall = 0.0189; Ch” =124.71, df=24 (P<0.01); F =81%

FH 28T [A] = 8Bweek

Du H.G.2014 39 90 0.43[0.33;0.54] 15.3% —=

Ko SJ 2018 24 32 0.75[0.57;0.89] 13.0% —

Madisch A 2004 6 60 0.10[0.04;0.21] 14.6% | =—
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Figure 3 Forest plot of the effect of treatment duration on placebo effect in the publications of

Chinese herbal medicine placebo for functional dyspepsia
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Figure 4 Forest plot of the effect of placebo preparation form on placebo effect in the publications

of Chinese herbal medicine placebo for functional dyspepsia
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Figure5 Forest plot of the effect of active ingredients on placebo effect in the publications of

Chinese herbal medicine placebo for functional dyspepsia
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Meta-Analysis of the Placebo Effect of Chinese Herbal Medicine in Clinical Trials of Traditional Chinese
Medicine for Functional Dyspepsia
HUANG Kaiyue'?, HUANG Jinke'*, WANG Fengyun', MA Xiangxue', TANG Xudong', LYU Lin'
1. Digestive Disease Research Institute, Xiyuan Hospital, China Academy of Chinese Medical Sciences; 2. Graduate School of
China Academy of Chinese Medical Sciences
ABSTRACT Objective To analyse the current implementation status of Chinese herbal medicine (CHM) placebo
and systematically evaluate the placebo effect in randomised controlled trials (RCTs) of traditional Chinese medicine
(TCM) for the treatment of functional dyspepsia (FD). Methods A combination of medical subject terms and free
words was used to search six databases, including PubMed, EMBASE, Cochrane Library, Web of Science, China
National Knowledge Infrastructure, and Wanfang, for RCTs with CHM placebo group for FD published from January
31st, 1994 to September 30th, 2023. The dosage forms, composition, and methodological quality were collected
and evaluated. The quality of the included articles was evaluated by Cochrane risk of bias assessment tool , and
meta-analysis was performed on the CHM placebo response rate of patients with FD, and subgroup analysis and meta-
regression was performed according to diagnostic criteria, efficacy criteria, duration of treatment, type of placebo,
whether it contained active ingredient , and whether it evaluated placebo effects. Results A total of 34 publica-
tions were included involving 5046 participants, of which 2221 FD patients received CHM placebo treatment. Granules
were the predominant placebo preparation, accounting for 71% (24/34) ; 32.35% (11/34) of the studies added real
CHM to the placebo, and only 12 (35% ) of the studies described appearance , odour, and taste. The placebo re-
sponse rate in FD patients in the placebo group was 41% (95% CI: 0.35 to 0.47; P<<0.01, I = 87%) ; there was
significant difference between groups with different diagnostic criteria and different treatment durations (P<<0. 05 or
P<<0.01), but there was no significant difference between the different efficacy evaluation criteria, the different pla-
cebo preparation, the presence of a low-dose active ingredient, and the presence or absence of placebo assessment
(P>0.05). Conclusion There was a significant CHM placebo effect in patients with FD, with granules as the
main preparation of placebop. Different diagnostic criteria and different treatment times may affect the response rate of
patients, and the addition of low-dose real medicine to the CHM placebos has not been seen to have an effect on the re-
sponse rate. Clinical investigators have not paid enough attention to placebos, and there is a lack of uniform standards
and norms for the preparation and evaluation of CHM placebos.
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