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Introduction

Dysmenorrhea is one of the most common problems 
in gynecology. It refers to an experience with lower 
abdominal pain, swelling, backache, or another discomfort 
before and after menstruation or during menstruation, 
which seriously affects the quality of life and work (1). 
Most of these patients are adolescent girls and unmarried 

young women (2). Clinically, it is divided into primary 
dysmenorrhea and secondary dysmenorrhea. The former 
refers to dysmenorrhea without pathological diseases in 
the reproductive system and accounts for over 90% of 
dysmenorrhea patients (3). The incidence of dysmenorrhea 
among women in China is 33.1%, of which 53.2% are 
primary, and 13.5% of them are severely affected by 
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dysmenorrhea in daily work or life (4). Epidemiological 
studies have shown that primary dysmenorrhea is a 
common gynecological disease and a common cause that 
affects women's routine work and quality of life. In some 
cases, primary dysmenorrhea pain leads to syncope or abuse 
of painkillers. Therefore, it is necessary to pay attention to 
the treatment of primary dysmenorrhea. There are many 
clinical methods for treating primary dysmenorrhea, among 
which acupuncture and traditional Chinese medicine (TCM) 
have the most significant effect. The Cochrane systematic 
review is to collect, test, and synthesize the ever-growing 
original clinical research data to maximize the inclusion 
of published and unpublished related research to avoid 
publication bias and to retrieve the overall conclusion 
of relevant interventions for clinical practice and health 
decision-making. By this method, we can supply valid and 
reliable evidence. Therefore, this study uses the Cochrane 
systematic evaluation method to compare the efficacy 
of acupuncture and TCM in the treatment of primary 
dysmenorrhea, hoping to supply more reliable evidence 
for clinical treatment. We present the following article in 
accordance with the PRISMA reporting checklist (available 
at http://dx.doi.org/10.21037/apm-20-1734).

Methods

Criteria for eligibility

Inclusion criteria: (I) publicly published randomized 
controlled trials or semi-randomized controlled trials, the 
primary language is Chinese; (II) research subjects are 
primarily dysmenorrhea patients, regardless of age; (III) 
the intervention measures of the experimental group are 
acupuncture, and the intervention measures of the control 
group are TCM; (IV) efficacy evaluation is divided into 
the cured, markedly effective, effective, and ineffective 
according to the “TCM Criteria for Diagnostic Efficacy 
of Diseases”; (V) high-quality research with low bias. 
Otherwise, if there is no high-quality research, low-quality 
research should be carefully included. Exclusion criteria: 
(I) repetitive study; (II) non-randomized controlled trial; 
(III) the acupuncture and Chinese medicine groups are 
not included in the study simultaneously; (IV) the efficacy 
standard is not clear, or there is no efficacy standard.

Search strategy

Subject heading approach: subject heading “dysmenorrhea,” 
subtopic headings “acupuncture” and “traditional Chinese 

medicine,” limited to humans. Free word approach: use 
“acupuncture,” “Chinese herbal medicine,” “Chinese 
patent medicine,” and their derivative participles to search 
together with the subject words, respectively.

Data extraction

We searched for articles published from Jan 1994 to May 
2020. The retrieval systems are CNKI, Wanfang Data, and 
Weipu Data. We collected the primary information and 
data of the included literature in a table, including the name 
of the literature, the author, the source of the literature, 
the number of cases with specific treatment measures, 
the methodological characteristics of the trial design, the 
random allocation plan is fragrant hiding, trial measures 
and comparison methods.

Quality evaluation

Evaluation criteria: the Jadad scale is used to test the 
methodological quality of the literature: (I) the generation of 
random sequence: random numbers generated by computer 
or similar methods (2 points), random experiments but no 
random allocation method is described (1 point), use alternate 
allocation methods including odd and even numbers (0 
points); (II) randomized concealment: the medical center or 
department pharmacy controls the allocation plan, or uses 
containers with consistent serial numbers, on-site computer 
control, sealed opaque envelopes, or other so that clinicians 
and patients cannot predict the allocation sequence (2 
points); only shows using a random number table or other 
random allocation plan (1 point); alternate allocation, case 
number, weekday number, open random number list, serial 
code envelope, and any measure that cannot prevent the 
predictability of the grouping (0 points); and not used (0 
points); (III) blinding method: consistent use of placebo 
tablets or similar methods are used (2 points), the trial is 
stated as blinding method, but no description about method 
(1 point); No double-blind method or blind method is not 
appropriate, including a comparison of tablets and injections 
(0 points); (IV) withdrawal: describe the number and reasons 
for withdrawal (1 point), no withdrawal is described (0 
points). Points of 1–3 were low-quality articles, 4–7 points 
were high-quality articles.

Statistical method

Meta-analysis of the included literature was performed 
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using Cochrane Review Manager 5.1 software. The effect 
size of the binary variable data was expressed by relative 
risk (OR) and 95% confidence interval (95% CI). First, 
we tested the methodological heterogeneity and clinical 
heterogeneity of the included studies, and then test the 
statistical heterogeneity. Then, if the heterogeneity test 
result is P>0.1 and I2<50%, then multiple similar studies can 
be homogeneous, and the fixed-effects model should be used 
for the meta-analysis. Further, when the heterogeneity test 
result has a result of P≤0.1, multiple similar studies can be 
heterogeneous, and random effects models should be used.

Results

The primary information of literature

Two hundred-nine articles were retrieved (including 176 
articles from CNKI, 12 articles from Wanfang, and 21 
articles from Weipu). After preliminary screening, animal 
experiments and reviews were excluded. After reading the 

full text and checking with the RCT literature inclusion 
criteria, 12 randomized controlled trials were included in 
the quality evaluation. Then according to the requirements 
of evidence-based medicine literature, the control group of 
non-TCM studies, and literature reports, including unclear 
data and unclear diagnostic criteria, were excluded. Finally, 
seven pieces of research literature (5-11) were included. 
The basic situation is shown in Table 1.

A meta-analysis of the acupuncture group and TCM group

Seven studies were included in the final analysis, and there 
was no heterogeneity among the studies (P=0.98, I2=0%), 
so the fixed effects model was used for meta-analysis. 
Combined effect size estimation according to the actual 
situation of the literature data, the meta-analysis of this 
study adopts the dichotomy type of count data for statistics, 
including the original data, effect size and combined effect 
size analysis results of each study, as shown in Figure 1 
(effect size OR: 4.86, 95% CI: 2.84–8.33, combined effect 

Table 1 Basic information and quality of included studies

Trials
Results (rate of effectiveness, %) Literature evaluation

Acupuncture TCM Grouping Blinding Withdraw Jadad value

Ding et al. 1998 (5) 95.83 83.33 Random Not mentioned Not mentioned 1

Fang et al. 2016 (6) 96.15 89.66 Random Not mentioned Not mentioned 1

Zhang et al. 2013 (7) 100 90 Random Not mentioned Not mentioned 2

Wang et al. 2008 (8) 88.6 62.9 Random Single-blind Not mentioned 1

Liu et al. 2013 (9) 95 61.5 Random Not mentioned Not mentioned 1

Wang et al. 2002 (10) 91.2 70.3 Random Not mentioned Not mentioned 1

Leng et al. 2012 (11) 94 80 Random Not mentioned Not mentioned 2

TCM, traditional Chinese medicine. Diagnostic criteria in each report are all TCM criteria for diagnostic efficacy of diseases.

Figure 1 Comparison of the effects of acupuncture and traditional Chinese medicine.
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test Z =5.75, P<0.00001), the differences are statistically 
significant. The results show that the total clinical effective 
rate of acupuncture treatment of primary dysmenorrhea is 
better than the TCM control group.

Discussion

This study compared the therapeutic effects of acupuncture 
and TCM in the treatment of primary dysmenorrhea 
through the included literature and found that acupuncture 
has more advantages than TCM in the treatment of primary 
dysmenorrhea.

The primary pathogenesis is “if obstructed, then painful,” 
“if not vibrant, then painful.” TCM has an excellent curative 
effect in treating primary dysmenorrhea with few adverse 
reactions. Chinese medicine pays attention to syndrome 
differentiation and treatment. According to the different 
manifestations, inducements, and physiques of different 
patients, the corresponding decoction, acupuncture, and 
other treatments are given. It can take care of qi and blood, 
viscera, and conform to nature, to achieve the purpose of 
dredging, replenishing the middle and replenishing qi.

This article only included seven clinical trials, with 492 
primary dysmenorrhea patients. With this smaller sample 
size, the evidence power of this study was limited. This 
study still has some other limitations, mainly including: 
(I) the quality of the included literature was low, and the 
research methods including random allocation, blinding, 
description of loss to follow-up, and the withdrawal was 
not used or described. (II) Most studies have shortcomings, 
including small sample size, imperfect outcome indicators, 
and not paying attention to long-term efficacy. Therefore, 
the superiority of acupuncture versus TCM in the treatment 
of primary dysmenorrhea needs to be further verified by 
high-quality large-sample clinical studies. The design and 
implementation of future research should strictly follow the 
requirements of randomized controlled trials, with hidden 
grouping and perfect randomization to avoid selection bias; 
blinding methods should be applied as much as possible to 
avoid measurement bias and implementation bias.
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