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SYSTEMATIC REVIEW AND META-ANALYSIS

Assessment of the Reporting Quality of Placebo-controlled
Randomized Trials on the Treatment of Type 2 Diabetes With
Traditional Chinese Medicine in Mainland China

A PRISMA-Compliant Systematic Review

Xiyan Zhao, MD, Zhong Zhen, MD, Jing Guo, MD, Tianyu Zhao, MD, Ru Ye, MD, Yu Guo, MD,
Hongdong Chen, MD, Fengmei Lian, MD, PhD, and Xiaolin Tong, MD, PhD

Abstract: Placebo-controlled randomized trials are often used to
evaluate the absolute effect of new treatments and are considered gold
standard for clinical trials. No studies, however, have yet been con-
ducted evaluating the reporting quality of placebo-controlled random-
ized trials. The current study aims to assess the reporting quality of
placebo-controlled randomized trials on treatment of diabetes with
Traditional Chinese Medicine (TCM) in Mainland China and to provide
recommendations for improvements.

China National Knowledge Infrastructure database, Wanfang data-
base, China Biology Medicine database, and VIP database were
searched for placebo-controlled randomized trials on treatment of
diabetes with TCM. Review, animal experiment, and randomized
controlled trials without placebo control were excluded. According
to Consolidated Standards of Reporting Trials (CONSORT) 2010
checklists items, each item was given a yes or no depending on whether
it was reported or not.

A total of 68 articles were included. The reporting percentage in
each article ranged from 24.3% to 73%, and 30.9% articles reported
more than 50% of the items. Seven of the 37 items were reported more
than 90% of the items, whereas 7 items were not mentioned at all. The
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LEIRTS

average reporting for ‘‘title and abstract,”” “‘introduction,”” ‘‘methods,”’
“results,”” “‘discussion,”” and ‘‘other information’’ was 43.4%, 78.7%,
40.1%, 49.9%, 71.1%, and 17.2%, respectively. The percentage of each
section had increased after 2010. Inaddition, the reporting of multiple study
centers, funding, placebo species, informed consent forms, and ethical
approvals were 14.7%, 50%, 36.85%, 33.8%, and 4.4%, respectively.
Although a scoring system was created according to the CONSORT
2010 checklist, it was not designed as an assessment tool. According to
CONSORT 2010, the reporting quality of placebo-controlled randomized
trials on the treatment of diabetes with TCM improved after 2010. Future
improvements, however, are still needed, particularly in methods sections.
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Abbreviations: CNKI = China National Knowledge Infrastructure,
CONSORT = Consolidated Standards of Reporting Trials, ITT =
intention-to-treat, PP = per protocol, RCT = randomized clinical
trial, TCM = Traditional Chinese Medicine.

INTRODUCTION

he number of people with diabetes is growing rapidly

worldwide.! China has the highest number of people with
diabetes.! The overall prevalence of diabetes in the adult
population of China was 0.67% in 1980 > and had increased
to 11.6% by 2010 With the increasing acceptance of
Traditional Chinese Medicine (TCM) worldwide and the heigh-
tened interest in the clinical efficacy of TCM,4 more and more
randomized clinical trials (RCTs) have been conducted exam-
ining the use TCM for treating of diabetes.”™’

Randomized clinical trials are considered to be the gold
standard for clinical trials. Randomized clinical trials effec-
tively reduce bias and provide evidence for use in clinical
practice. The Consolidated Standards of Reporting Trials
(CONSORT) statement, first published in 1996° and updated
in 2001° and 2010, is a guideline for RCTs. The aim of the
CONSORT statement is to improve the quality of RCTs.
Placebo-controlled randomized trials, as a classic type of
RCT, are often used to evaluate the absolute effect of a new
treatment by reducing all factors except the treatment. It is most
commonly designed with blinding, in which participants do not
know what treatment they have received: real or placebo.
Without placebo groups to compare against the treated groups
in clinical trials, it is impossible to know whether a new
treatment itself had any effect.

To the best of our knowledge, no studies have yet been
conducted evaluating the reporting quality of placebo-con-
trolled randomized trials examining the treatment of diabetes
with TCM that were conducted over the last 30 years in

www.md-journal.com [ 1


mailto:xiaolintong_66@126.com
mailto:lfm0226@sohu.com
http://dx.doi.org/10.1097/MD.0000000000002522

Zhao et al

Medicine * Volume 95, Number 3, January 2016

Mainland China. The objective of this study was to assess the
reporting quality of placebo-controlled randomized trials in
Mainland China that evaluated the treatment of diabetes with
TCM and to provide recommendations for improvements.

METHODS

Search Strategy

The China National Knowledge Infrastructure electronic
database, Wanfang database, China Biology Medicine database,
and VIP database were searched for placebo-controlled random-
ized trials up to November 10, 2015. The search topic terms
were “terms related to RCTs,” “terms related to diabetes,” and
“limited to placebo.”

Eligibility Criteria

Eligibility criteria were as follows: subjects diagnosed with
type 2 diabetes or prediabetes; TCM intervention, including
Chinese herbs, Chinese patent drugs, and acupuncture; a pro-
spective RCT with a placebo control group; study published in a
Chinese Journal; and original research. Criteria for exclusion

included diabetes complications, diabetes concomitant disease,
meta-analysis, animal experiment, review, articles from the
same study, RCTs without placebo control, abstract, or
case report.

Assessment of Quality of Reporting

In the current study, CONSORT 2010 was selected to
assess the reporting quality of placebo-controlled randomized
trials. The CONSORT 2010 checklist contains 6 sections: title
and abstract, introduction, methods, results, discussion, and
other information, and a total of 25 items (refined to 37 items,
25 primary, and 12 secondary items). In addition, study center,
funding, placebo species, informed consent forms, and ethical
approvals were also were recorded and analyzed. All of the data
were analyzed before and post 2010 for comparison.

Data Extraction and Analysis

Two trained investigators extracted the information and
independently evaluated each article. The results from both
investigators were checked jointly and differences of opinion
were resolved through third party consultation.

TABLE 1. The Reporting Number and Percentage for Each Article of the Consolidated Standards of Reporting Trials 2010

Checklist in 68 Included Articles

Author Year Number (n) Percentage (%) Author Year Number (n) Percentage (%)
Liang" 1989 10 27.0 Qian*’ 2010 14 37.8
Guo'* 1995 17 459 Zhu*® 2010 14 37.8
Yu's 1999 13 35.1 Sun® 2010 19 51.4
Hu'® 1999 14 37.8 Li% 2010 14 37.8
Zhao!” 1999 12 324 Yao®! 2011 18 48.6
Song'® 2000 12 324 Chu*? 2011 15 40.5
Qi" 2000 9 24.3 Xu*? 2011 21 56.8
Hua?’ 2001 12 324 Cai®* 2011 15 40.5
Wang?! 2001 9 243 Zhang™ 2011 15 40.5
Xiong? 2001 11 29.7 Ren’® 2011 24 64.9
Jia® 2002 14 37.8 Du®’ 2011 22 59.5
Huang®* 2002 13 35.1 Yang™® 2011 16 432
Lin*® 2003 17 45.9 Sun®” 2011 25 67.6
Chen?® 2003 10 27.0 Wang® 2012 20 54.1
Hu?’ 2003 10 27.0 Tang®' 2012 17 45.9
Wang®® 2004 14 37.8 Ji% 2012 16 432
Ma?’ 2005 12 324 Wang® 2012 23 62.2
Zhang® 2005 17 45.9 Chen®* 2012 24 64.9
Zhang?! 2005 14 37.8 Piao® 2012 18 48.6
Geng®? 2005 17 459 Xue®® 2012 20 54.1
Liu*? 2006 24 64.9 Ma®’ 2013 15 40.5
Zhou™ 2006 15 40.5 Zhu®® 2013 27 73.0
Guan®® 2006 24 64.9 Lu® 2013 20 54.1
Zhou** 2007 16 432 Mao”® 2013 20 54.1
Geng®’ 2007 21 56.8 Chen”" 2014 19 51.4
Gao™® 2007 24 64.9 Zhou"? 2014 22 59.5
Tao™’ 2007 16 432 Wang > 2014 23 62.2
Lu* 2008 17 459 Wang’* 2014 20 54.1
Zhang*' 2008 15 40.5 Cui” 2015 15 40.5
Wang*? 2008 18 48.6 Xiao’® 2015 15 40.5
Li* 2008 18 48.6 Ma”’ 2015 16 432
Tong™* 2009 27 73.0 Pan’® 2015 14 37.8
Yan® 2009 17 459 He” 2015 15 40.5
Huang*® 2009 11 29.7 Zhang® 2015 17 45.9
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To evaluate the reporting quality of articles to determine if
they were reliable and valid, we created a scoring system
according to the CONSORT 2010 checklist in the analysis,
following methods detailed in previous studies.''"'? In the
CONSORT 2010 checklist, for each of the 37 items, a yes
(score of 1) is allocated if the author reported the item, whereas
a no (score of 0) is given if the author did not report the item.
The sum of reported items was calculated for each article. The
number and percentage of items reported in each article was
analyzed. Descriptive statistics were performed. Microsoft
Excel 2010 (Microsoft, USA) and SPSS software version
19.0 (IBM, USA) were used to analyze data.

RESULTS

A total of 4873 studies published in Mainland China were
searched. A total of 68 articles'** were included for analysis
(Table 1).

According to the 37 items in CONSORT 2010, the report-
ing percentage in each of the 68 articles ranged from 24.3% to
73%. A total of 21 (30.9%) articles reported more than 50% of
the items (Table 1).

Seven of the 37 items (4a, 5, 6a, 13a, 16, 17a, and 22) were
reported more than 90% of the items, whereas 7 items (3b, 6b,
7b, 12b, 14b, 18, and 24) were not mentioned at all (Table 2).
Only 4 (5.9%) of the articles were identified as randomized
trials in the titles, 2 (2.9%) reported determination of sample
size, 8 (11.8%) reported the mechanism for allocation conceal-
ment, and 8 (11.8%) mentioned implementation of randomiz-
ation. Twenty-four (92.3%) items had increased after 2010.

The average reported number and percentage of each
section, according to CONSORT 2010 checklist, are shown
in Table 3. The average reporting for ‘‘title and abstract,”
““introduction,” ‘‘methods,”” “‘results,”” ‘‘discussion,”” ‘‘other
information’” was 43.4%, 78.7%, 40.1%, 49.9%, 71.1%, and
17.2%, respectively and all had increased after 2010.

In addition, the general characteristics that were not
included in CONSORT 2010 checklist was analyzed
(Table 4). There were 10 (14.7%) studies that had multiple study
centers, 34 (50%) that acknowledged funding, 25 (36.85%) that
reported placebo species, 23 (33.8%) that mentioned informed
consent forms, and 3 (4.4%) that reported ethical approval.

LRI LEINY

DISCUSSION

Chinese herbal medicine has a long history and played a
dominant role in China before the spread of Western medi-
cine.?82 With the development of evidence-based medicine,
more and more RCTs have been used to evaluate the efficacy
and safety of TCM. Adequate reporting of RCTs allows for easy
determination of the RCT quality, which is important because
RCTs of poor quality may exaggerate the effects of treatment.®
Placebo-controlled randomized trials account for small pro-
portion of the RCTs performed; however, they are required to be
stricter in design and conduct.

To the best of our knowledge, this is the first study
assessing the reporting quality of randomized placebo-con-
trolled trials on the treatment of diabetes with TCM in Mainland
China, according to the revised CONSORT 2010 guidelines.
Results of the current study indicated that the quality of
placebo-controlled randomized trials on TCM needs improve-
ment, especially in the methods section.

In the current study, only 4 (5.9%) of titles indicated that
the studies were randomized controlled trials. This, however,
was a higher percentage than that reported in recent reviews of

Copyright © 2016 Wolters Kluwer Health, Inc. All rights reserved.

RCTs studied in certain Chinese Journals.'''*#* There was only
1 (2.6%) title that reported ‘‘randomized’” before 2010 and 3
(10%) titles after 2010. The total score of the 4 articles reporting
“‘randomized’’ in the titles was ranked in the top 10. This
illuminated the fact that articles with ‘‘randomized controlled
trial’” in the title commonly had a high reporting quality in our
study. Thus, authors should use ‘‘randomized’’ in the title to
indicate the trial design and to allow readers to easily identify
the type of study. A structured abstract contains trial design,
methods, results, and conclusions. In the current study, 80.9%
articles had structured abstracts. Eleven articles before 2010,
however, did not have structured abstracts, whereas 2 articles
did not have structured abstracts after 2010. The results indicate
that the update of the CONSORT statement promoted the
reporting of structured abstracts in Mainland China. In addition,
only 19 (27.9%) articles reported trial design in the abstract
according to CONSORT for abstracts.

Scientific background and explanation of the rational as
well as specific objectives or hypotheses should be included.
Biomedical research involving people should be based on a
thorough knowledge of the scientific literature, according to the
Declaration of Helsinki.®® In the current study, the average
reporting percentage for the ‘‘Introduction’ section was 63.2%
before 2010, and increased to 98.3% post 2010. In spite of this,
the background in many articles was inadequate to explain
the rationale and no hypothesis was reported in all of
included articles.

The percentage of reported trial design was 57.9% before
2010 and decrease to 46.7% post 2010. This result, however, is
similar to a previous study in which 42.9% of RCTs reported
trial design, which were published in the Chinese Journal of
Integrated Traditional and Western Medicine, and were on the
treatment of coronary heart disease with TCM.'? Trial design
should be described in both the abstract and text. In this study,
4 articles described the trial design in the abstract, but not in
the text.

A total of 50% of the articles before 2010 and 90% of
articles post 2010 reported the settings and locations where the
data were collected. Because the trials were conducted in China
and diabetes was noncommunicable disease, nearly all of the
articles only reported the hospital, whether outpatient or inpa-
tient, and the community, and not including the cultural
environment and the climate. Only 5 articles distinguished
the primary and secondary outcomes in our study. Most of
the articles, however, listed unordered test ratings. The primary
outcome should be set before conducting a trial and should be
used to calculate the sample size.

Although only 2 (2.9%) of articles reported how the sample
size was determined, this result was better than several recently
published studies on Chinese Journals.'''?%*%¢ Hy et al'®
reported adequate information to calculate sample size in our
study. A study with too small sample size may conclude that
there is no statistical difference with a particular treatment or
intervention,®” whereas a study with an unnecessarily large
sample size may require a huge amount of funding. Clinicians
who lack statistical knowledge can turn to statisticians for help,
but the sample size calculation process should still be reported
in articles.

Randomization can minimize bias between groups. In our
study, the methods used to generate the random allocation
sequence were reported as 15.8% and increased to 30% after
2010, and type of randomization was reported as 21.1% and
increased to 36.7%. The percentage, however, is lower, com-
pared with articles published in Science Citation Index.*® The
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For each primary and secondary outcome, results for each group, and the estimated effect size and
precision (such as 95% confidence interval)

For binary outcomes, presentation of both absolute and relative effect sizes is recommended
Results of any other analyses performed, including subgroup analyses and adjusted analyses,
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Trial limitations, addressing sources of potential bias, imprecision, and, if relevant, multiplicity of
analyses
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random number table was found to be the most commonly used
method for generating random allocation sequences according
to the results of our study. Reporting that patients were random-
ized into 2 groups is inadequate. The process used to generate
randomization can help readers to identify whether or not any
bias was caused by the randomization method. Therefore,
authors should report the details of the randomization process
instead of only reporting that the RCT was randomized.

Items 9 and 10 emphasize the allocation concealment and
implementation of randomization. In the current study, 8
(11.8%) articles reported allocation concealment and imple-
mentation of randomization. There was no significant change
after 2010. Among the 8 articles, 6 articles reported funding
indicating that funding promotes the reporting quality to a
certain extent. Reporting the method of concealment is import-
ant for determining whether or not the randomization has been
subverted. The method used for implementation of randomiz-
ation can also produce bias. If possible, researchers involved in
the sequence generation or allocation concealment steps should
not be involved in the implementation step.'®

Most placebo-controlled randomized trials use blinding to
reduce bias. In the current study, 37 (54.4%) of the articles
reported the implementation of blinding including single blind
and double blind, and 30 (44.1%) articles described interven-
tions similar to blinding. A total of 7 articles were single blind,
all of which were published before 2010. The remaining article
may have used blinding in the conduct of studies, but that it was
not specifically reported.

The statistical method used in most of the articles was the ¢
test. This relates to the fact that the primary and secondary
outcomes of diabetes are continuously variable. Only 2 articles
reported adequate information for analyses of the primary and
secondary outcomes in our study.

There was no participant flow reported in any of the
included articles. All articles, however, reported 13a by sen-
tence descriptions instead of a flow chart of participants. The
proportion of articles reporting losses and exclusions was 18.4%
before 2010 and 40% post 2010. This result roughly concurs
with a recent review of RCTs conducted to evaluate TCM.'""'?
None of the articles included in the study ended or stopped. For
most of the articles, the percentage of reported dates for the
periods of recruitment increased from 39.5% to 76.7% after
2010, but no articles reported the minimum, maximum, and
median durations of follow-up after treatment.

Baseline data are especially valuable for outcomes. Item
15 emphasizes baseline data. Findings in the current study
showed that articles reporting baseline demographic and
clinical characteristics for each group in table format increased
from 15.8% before 2010 to 46.7% after 2010. Among the
remaining articles, 87.5%, however, presented the information
in text. Consolidated Standards of Reporting Trials 2010 states
that it is most efficient to present such information in a table.

Sixty-eight (95.6%) articles reported number analyses
shown in tables and/or sentences. The intention-to-treat analysis
was found in 2 articles, more than in other studies.'' It is
necessary to divide people into different groups for different
analyses and intentions. The safety evaluation often uses inten-
tion-to-treat analysis, whereas the effectiveness evaluation
often uses per protocol analysis. The outcomes and estimation
were reported in most articles, though only 1 article showed
95% confidence intervals and 4 articles reported accurate P
values. Similar results have been reported in other studies.''**

The safety of the intervention is indicated by harm; there-
fore, it is necessary to report whether or not a specific
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TABLE 3. The Average Reported Number and Percentage of Each Section of Consolidated Standards of Reporting Trials 2010

Checklist

Section Number Yes (Total) Percentage Yes (Total) Percentage Yes (<2010) Percentage Yes (>2010)
Title and abstract 29.5 43.4% 36.8% 51.7%
Introduction 53.5 78.7% 63.2% 98.3%

Methods 27.2 40.1% 38.1% 42.5%

Results 33.9 49.9% 44.5% 56.7%
Discussion 48.3 71.1% 65.8% 77.8%

Other information 11.7 17.2% 13.2% 22.2%

intervention or treatment has harms or adverse effects. In this
study, 29 (42.6%) articles reported harms, which was better than
that found in previous studies of TCM.''**° For each group in
a study, the number of participants who withdraw because of
adverse events and the appropriate metrics for recurrent events
should be reported.”!

The discussion section was adequate to some extent. The
generalizability, interpretations, and limitations were presented
in 88.2%, 95.6%, and 29.4% of the articles, respectively. This
result is similar to those of other studies in China.'""'* The
limitations section is very important, particularly according to
CONSORT 2010, and reporting of limitations needs improve-
ment in future studies. Limitations should contain weaknesses
in a study, imprecision in the results, and the status of the
sample size.

There was only 1 article that reported the registration
number and no articles provided protocols. Chen et al®* pub-
lished effects of TCM combined with general lifestyle on 210
patients with Impaired Glucose Tolerance combined MS in
China Journal of Traditional Chinese Medicine and Pharmacy
in 2012. They, however, did not reported where the full trial
protocol can be accessed.

In addition, the study center, funding, placebo species,
informed consent forms, and ethical approvals were examined
in this study to evaluate the reporting quality. The results indicate
that the average total score of reported items of an article is
influenced by multiple study centers, funding support, especially
funding from national organizations, informed consent forms from
participants, and ethical approvals. In our study, only 3 articles
reported ethical approval. Internationally, any study related to
human or animals should be approved by an ethical organization.

There were some limitations in the current study. First,
although the reporting quality of articles was assessed, only
articles from Chinese Journals were selected. Articles from
Chinese authors that were published in English were not included.
Most studies of TCM, however, have been conducted in China,
particularly during the earlier years we examined. Secondly,
though we created a scoring system according to the CONSORT
2010 checklist in the study to evaluating the reporting quality of
articles, the CONSORT checklist focuses on items related to the
internal and external validity of trials, rather than being designed
as an assessment tool. Third, the authors were not contacted to see
ifthey performed items in the study when the items in CONSORT
2010 checklist were not reported.

TABLE 4. The Quantity of Reported General Characteristics and Average Reported Number and Percentage of Each Topic
According to Consolidated Standards of Reporting Trials 2010 Checklist

Quantity n (%)

Topic The Average Reported Items n (%) Totaln=68 (<2010) n=38 (>2010) n=30
Study center

Multiple 21.6 (58.4) 10 (14.7) 3(7.9) 7 (23.3)

Single 16.1 (43.5) 58 (85.3) 35 (92.1) 23 (76.7)
Funding

Not stated 14.6 (39.5) 34 (50) 23 (60.5) 11 (36.7)

Stated 19.1 (51.6) 34 (50) 15 (39.5) 19 (63.3)

National 21.6 (58.4) 7 (10.3) 1 (2.6) 6 (20)

Provincial 19.2 (51.9) 5(74) 2(5.3) 3 (10)

Municipal 19.7 (53.2) 10 (14.7) 5(13.2) 5(16.7)

Pharmaceutical company sponsored 17.2 (46.5) 12 (17.6) 7 (18.4) 5(16.7)
Placebo species

Not stated 17.3 (46.6) 43 (63.2) 22 (57.9) 21 (70)

Stated 16.2 (43.9) 25 (36.85) 16 (42.1) 9 (30)
Informed consent form

Not signed 15.58 (42.1) 45 (66.2) 29 (76.3) 16 (53.3)

Signed 19.43 (52.5) 23 (33.8) 9(23.7) 14 (46.7)
Ethical approval

Not stated 16.4 (44.3) 65 (95.6) 37 (97.4) 28 (93.3)

Stated 26.3 (71.1) 3 (4.4%) 1(2.6) 2 (6.7)
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CONCLUSIONS

Although a scoring system was created according to the

CONSORT 2010 checklist, it was not designed as an assessment
tool. In general, according to CONSORT 2010, the reporting
quality of placebo-controlled randomized trials on the treatment
of diabetes with TCM, had improved after 2010. More improve-
ment, however, needs to be made in the future, especially in the
methods sections. To further improve the quality of placebo-
controlled randomized trials, both journals and authors in China
need to follow the CONSORT 2010 guidelines.

REFERENCES

1.

10.

11.

12.

13.

14.

15.

International Diabetes Federation diabetes atlas sixth edition: http://
www.idf.org/diabetesatlas.

. National Diabetes Research Group. A mass survey of diabetes

mellitus in a population of 300,000 in 14 provinces and munici-
palities in China. Zhonghua Nei Ke Za Zhi. 1981;20:678-683.

. Xu Y, Wang L, He J, et al. Prevalence and control of diabetes in

Chinese adults. J Am Med Assoc. 2013;310:948-959.

. Jiang M, Yang J, Zhang C, et al. Clinical studies with traditional

Chinese medicine in the past decade and future research and
development. Planta Med. 2010;76:2048-2064.

. Tong XL, Dong L, Chen L, et al. Treatment of diabetes using

traditional Chinese medicine: past, present and future. Am J Chin
Med. 2012;40:877-886.

. Lian F, Li G, Chen X, et al. Chinese herbal medicine Tianqi reduces

progression from impaired glucose tolerance to diabetes: a double-
blind, randomized, placebo-controlled, multicenter trial. J Clin
Endocrinol Metab. 2014;99:648—655.

. Tong XL, Wu ST, Lian FM, et al. The safety and effectiveness of

TM8]1, a Chinese herbal medicine, in the treatment of type 2
diabetes: a randomized double-blind placebo-controlled trial. Dia-
betes Obes Metab. 2013;15:448-454.

. Begg C, Cho M, Eastwood S, et al. Improving the quality of

reporting of randomized controlled trials. the CONSORT statement.
J Am Med Assoc. 1996;276:637-639.

. Altman DG, Schulz KF, Moher D, et al. The revised CONSORT

statement for reporting randomized trials: explanation and elabora-
tion. Ann Intern Med. 2001;134:663—-694.

Moher D, Hopewell S, Schulz KF, et al. CONSORT 2010 explana-
tion and elaboration: updated guidelines for reporting parallel group
randomised trials. Int J Surg. 2012;10:28-55.

Wang P, Xu Q, Sun Q, et al. Assessment of the reporting quality of
randomized controlled trials on the treatment of diabetes mellitus
with traditional Chinese medicine: a systematic review. PLoS One.
2013;8:€70586.

Fan FF, Xu Q, Sun Q, et al. Assessment of the reporting quality of
randomized controlled trials on treatment of coronary heart disease
with traditional Chinese medicine from the Chinese journal of
integrated traditional and Western medicine: a systematic review.
PL0S One. 2014;9:¢86360.

Liang XC, Guo SS, Qian ZF, et al. Effect of ‘“Yiqi yangyin
huoxue’” prescription on hemorrheology of diabetics with syndrome
of ““qi, yin’” deficiency and stasis of blood. Acta Acad Med Sin.
1989;11:87-91.

Guo SS, Chen YB, Liang XC, et al. Impact of xian zhen tablet on
erythrocytic SOD, serum LPO, blood lipids and glucose in diabetes
mellitus of kidney-deficiency-blood-stasis type II. J Tradit Chin
Med. 1995;36:291-294.

Yu JL. Clinical observation of the effect of Shenbaojiangtang oral
solution on 60 cases of type 2 diabetes mellitus. Zhejiang Clin Med
J. 1999;1:264.

Copyright © 2016 Wolters Kluwer Health, Inc. All rights reserved.

20.

21.

22.

23.

24.

25.

26.

217.

28.

29.

30.

31.

32.

33.

34.

35.

36.

37.

. Hu LS, Gao LM. Effect and safety of HU’S powder on non insulin-

dependent diabetes or impaired glucose tolerance. Harbin Med J.
1999;19:2-8.

. Zhao X, Zhou YL, Qian XH, et al. Effect of cactus extract tablet on

lipids and lipid peroxidase to non insulin-dependent diabetes. Chin J
Tradit Med Sci Technol. 1999;6:334-335.

. Song HF, Lin LH. The effect of Miltiorrhizae composita tablet on

superoxide dismutase and hemorrheology of diabetics. Prog Pharm
Sci. 2000;24:170-172.

. Qi LG. Effect of Tangzhi capsule on type 2 diabetes. J Pract

Diabetol. 2001;9:42.

Hua WJ, Gao YF, Huang DF. Effect of Shenyejiangtang tea on type
2 diabetes. Med J CASC. 2001;3:37-38.

Wang CL, Li SY, Zhang W. Effect of Xuezhikang on insulin
sensitive index of type 2 diabetes. China Med News. 2000;18:21-22.

Xiong GY, Wang C, Ou Yang H. Effect of acupuncture on insulin
sensitive index of diabetes. J Yunnan Coll Tradit Chin Med.
2001;24:38-39.

Jia CH, Wei XF, Pang ZR, et al. Clinical observation of the effect
of Puda tea on reducing blood glucose. Hebei J Tradit Chin Med.
2002;24:483-485.

Huang HQ, Huang J. Clinical effect of ketangzheng on type 2
diabetes mellitus. Mod J Integr Tradit Chin West Med. 2002;11:
194-195.

Lin SN, Lin P, Zhou ZN, et al. Effect of Tangzhian on 50 patients
with type 2 diabetes. Guangxi Med J. 2003;25:62—64.

Chen LX, Zhou ZZ, Zhu JP. Effect of Sangju tea on 30 patients
with diabetes. Zhejiang J Tradit Chin Med. 2003;05:45.

Hu GC, Zhu JP. Effect of Zhenzhufen on 60 cases of type 2 diabetes
mellitus. Zhejiang Clin Med J. 2003;5:678—679.

Wang P, Li HF, Song LQ. The influence of Xue Sai Tong on
hemorheology in type 2 diabetes. Med J Qilu. 2004;19:423—424.

Ma HB, Song CM, Wang CW, et al. Effect of oral KTYX on blood
glucose in human. J JL Mil Med Coll Fourth Mil Med Univ.
2005;26:39-40.

Zhang RH, Lou XM, Gao H, et al. Hypoglycemic effect of pumpkin
extract on type II diabetes mellitus. Pract Prev Med. 2005;12:
1307-1308.

Zhang WM, Zhu JP. Effect of Shanyejiao oral solution on 52
patients with type 2 diabetes. Zhejiang Clin Med J. 2005;7:1067.

Geng JG, Liu GS, Wang BH, et al. Effect of Shuyu capsule on
impaired glucose tolerance. Lishizhen Med Mater Med Res.
2005;16:1068-1069.

Liu XJ, Yang SY, Cheng BC, et al. Effect of Tangping capsules on
type 2 diabetes with syndrome of Qi-Yin deficiency and insulin
resistance. Fujian J Tradit Chin Med. 2006;37:3-5.

Zhou XL, Sun YY. Effect of Shengijiangtang granules on
impaired glucose tolerance. J Emerg Tradit Chin Med. 2006;15:
369-370.

Guan X, Huang F, Wu JZ, et al. Influence of Liu Wei Di Huang
pills and Ginkgo Biloca leave to the lipotoxicity and insulin
resistance in early time of type 2 diabetes mellitus. Liaoning J Tradit
Chin Med. 2006;33:1423-1426.

Zhou L, Zhang SH, Yu Z, et al. A clinical study on the influence of
radix astragall for diabetic insulin resistance and serum adiponectin.
J N Chin Med. 2007;39:82-84.

Geng JG, Li YH, Qi F. Clinical observation of the capsule of
Xiaokekangs’ effects on lipids and blood glucose to impaired
glucose regulation. J Cap Med Univ. 2007;28:203-205.

. Gao YB, Zhou H, Guan S, et al. Impaired glucose tolerance

intervened by Tangzhiping capsules. J Chin Med. 2007;30:846-849.

www.md-journal.com | 7



Zhao et al

Medicine * Volume 95, Number 3, January 2016

39.

40.

41.

42.

43.

44,

45.

46.

47.

48.

49.

50.

S1.

52.

53.

54.

55.

56.

57.

58.

59.

Tao F, Yao Z, Lu H, et al. Clinical observations on influences of
spleen-strengthening decoction on the expression of GLP-1 in
patients with type II diabetes. China Pharm. 2007;18:934-936.

Lu FR, Shen L, Qin Y, et al. Clinical observation of Trigonella
foenum-graecum saponin combining sulphanylureas on 36 cases of
type 2 diabetes mellitus. China J Chin Mater Media. 2008;33:
184-187.

Zhang YJ, Wang LQ. Clinical study on effect of Qihuang capsule on
early diagnosed type 2 diabetes with insulin resistance. J Jiangxi
Univ TCM. 2008;20:40-41.

Wang BQ, Jiao XK, Chen XL, et al. Clinical study on the
intervention effect of Qiweitangping capsule on impaired glucose
tolerance. Chin J Diffic Complicat Cases. 2008;7:155-157.

Li XJ, Yang SY, Guo LX, et al. Clinical Observation on the
influence of quality of life of Pingtang capsule for diabetes with
syndrome of yin deficiency and heat excess. Guangming J Chin
Med. 2008;23:1659-1661.

Tong XL, Ni Q, Lian FM. Multi-center randomized controlled and
double blind trial of Tang-min-ling pills in the treatment of type 2
diabetes mellitus. Chin J Clin Pharmacol. 2009;25:104—-108.

Yan Y, Zhu P, Zhang F, et al. Clinical research on the effect of
Tangniaokang tablet for patients with impaired fasting glucose.
Guangming J Chin Med. 2009;24:2272-2274.

Huang SL, Zhou YQ, Hou SF, et al. Xiaodan Pill improve insulin
resistance in patients with impaired glucose tolerance. J Liaoning
Univ TCM. 2009;11:91-92.

Qian HY. Effect of Jingijiangtang tablet for type 2 diabetes. Jilin
Med J. 2010;31:2212.

Zhu YH, Zhang XT, Lu H. Clinical observation on the effect of
traditional Chinese medicine in patients with impaired glucose
tolerance for two years. J Pract Diabetol. 2010;6:47-48.

Sun M, Yin XC, Hu YM. Effect of Propolis and Ginkgo extract on
diabetic patients’ blood sugar concentration. Pract Prev Med.
2010;17:2181-2183.

Li XH, Lin SY, Zhang GF. Comment on dose-effect relationship of
Yi Huo powder in clinical treating type 2 diabetes. Tianjin J Trad
Chin Med. 2010;27:454-455.

Yao DT. Study on intervention effect of puerariae drinks on dietary of
type 2 diabetes mellitus patients. Mod Prev Med. 2011;38:857-858.

Chu YH, Liu YB, Wang CL. Effect of Tangping capsules on blood
glucose. Inform Trad Chin Med. 2011;28:114-115.

Xu J, Xu WY, Zhou Y. Effect of Xinxuekang soft capsules on 76
patients with type 2 diabetes. Lab Med Clin. 2011;8:459-460.

Cai Y. Effect of Integrated Xiaoke formula and Western Medicine
on type 2 diabetes. For all Health. 2011;5:5-7.

Zhang HF, Tang YG, He YJ, et al. Effect of Tianmai Xiaoke tablet
on impaired glucose tolerance. Chin J Exp Trad Med Formul.
2011;17:266-268.

Ren WX, Xu XT, Xu YW, et al. Effect of Qinghua Fang on
endothelial function in patients with diabetes mellitus: a random
double-blind and placebo control clinical trial. China J Trad Chin
Med Pharm. 2011;26:3011-3014.

Du YP, Jing J, Wang CH, et al. Multi-center clinical research on
Liuwei Dihuang soft capsule treat diabetes (Kidney Yin deficiency
syndrome). Chin J Exp Trad Med Formul. 2011;17:255-259.

Yang S, Liu XH, Yang CB. Effect of PuShen capsule on endothelial
cell function and inflammation factors in patient with type 2
diabetes. Acta Acad Med CPAF. 2011;20:889-890.

Sun XF, Qu KY, Huang HT, et al. Tianqi Jiangtang capsule for
prevention of type 2 diabetes mellitus: a randomized, double-blind,
placebo-controlled study in Chinese individuals with impaired
glucose tolerance. Chin J Diabet. 2011;19:433-436.

8 | www.md-journal.com

61.

62.

63.

64.

65.

66.

67.

68.

70.

73.

74.

75.

76.

71.

78.

79.

80.

. Wang YG, Yang JF, You JZ, et al. Effect of Sihuang granules on
type 2 diabetes. J Shaanxi Coll Tradit Chin Med. 2012;35:27-28.

Tang JW, Xie Y, Zhang LL, et al. Human experimental study on the
assistant role of warmen shuangshen capsule in hypoglycemic effect.
Chin J Ethnomed Ethnopharm. 2012;09:43—44.

Ji TW, Shi Y. Clinical observation of Jiangtang Wan’s curative
effect on metabolic syndrome complicated with impaired glucose
regulation in qi-yin deficiency. China J Tradit Chin Med Pharm.
2012;27:3003-3005.

Wang L, Shi Y, Yang YF, et al. Clinical research on Yitangkang
treating MS with IGR. Liaoning J Tradit Chin Med. 2012;39:
846-848.

Chen XY, Lian F, Zhu Y, et al. Effects of traditional Chinese
medicine combined general lifestyle on 210 patients with IGT
combined MS. China J Tradit Chin Med Pharm. 2012;27:
1155-1160.

Piao CL, Chen X, Mi J. Effect of the treatment of Kusuantongtiao
on impaired glucose tolerance. World Health Dig Med. 2012;9:128.

Xue L, Chen H, Zhang P, et al. Effect of Tiaozhongjiangtang
granules on 39 patients with impaired glucose tolerance. J Sichuan
Tradit Chin Med. 2012;30:79-80.

Ma XM. Influence of pushen capsule on type 2 diabetes mellitus
about blood glucose and lipid. Chin J Clin Pharmacol. 2013;29:
906-907.

Zhu YH, Tao F, Jin X, et al. Clinical observation on effect of
Qinghua granules on glycometabolism, pancreatic islet function and
oxidative stress in type-2 diabetics with heat syndrome. World Sci
Technol/Mod Tradit Chin Med Mater Med. 2013;15:753-759.

. Lu T, Sheng HG. Effects of a cinnamon extract on plasma glucose
in diabetes mellitus type 2. J Jiangsu Univ (Medicine Edition).
2013;23:46-48.

Mao YS, Xu YM, Wang H, et al. Effect of Shenmai Injection on

insulin resistance in patients with type 2 diabetes mellitus. Chin
Tradit Pat Med. 2013;35:915-918.

. Chen FD, Zhang CK, Gao HY, et al. Hypoglycemic effect of radix
puerariae capsule on type 2 diabetes. Chin J Health Lab Technol.
2014;24:2365-2367.

. Zhou X, Hu Y, Guo DH, et al. Effect of Jianyutangkang tablet and

metformin on type 2 diabetes. J Chin Med Mater. 2014;37:530-534.

Wang SH, Chang Z, Jiang XY. A randomised, double-blind, multi-

center clinical trial for Tangke soft capsules in the treatment of type

2 diabetes. Chin Tradit Pat Med. 2014;36:2045-2048.

Wang TZ, Fu XD, Wang WIJ. Clinical observation on the effects of

Yiqi Huaju herb formula on type 2 diabetes subjects coupled with

central obesity. Shanghai Med Pharm J. 2014;35:22-25.

Cui HY, Chen YL. Effect of Da Chai Hu formula on type 2

diabetes. Hebei J Tradit Chin Med. 2015;37:1195-1197.

Xiao FY, Cui JT, He J, et al. Clinical study on impaired glucose

tolerance of Qi and Yin deficiency syndrome treated with Voglibose

dispersible tablet combined Wushen Oral Liquid (fx1). Chin J Tradit

Med Sci Technol. 2015;03:252-254265.

Ma L. Effect of puerariae capsule on type 2 diabetes. China Pract

Med. 2015;10:196-197.

Pan YY, Zhao P, Zhang XQ. Effect of Jiangtangsanhuang tablet on
carotid atherosclerosis of diabetes with stagnated blood-heat syn-
drome. J N Chin Med. 2015;47:95-97.

He YM, Yang HJ, Zheng M, et al. Effect of Lingzhi herb granule on
insulin sensitivity and oxidative stress of patients with type 2
diabetes. Liaoning J Tradit Chin Med. 2015;42:30-32.

Zhang D, Yang HJ, Zheng M, et al. The clinical study on effect of
““‘Sour and Sweet Flavors Transforming into Yin’’ to type 2 diabetes
mellitus patients. J Zhejiang Chin Med Univ. 2015;39:671-674.

Copyright © 2016 Wolters Kluwer Health, Inc. All rights reserved.



Medicine ¢ Volume 95, Number 3, January 2016

Reporting Quality of Placebo-controlled Randomized Trials

81. Ling W, Li Y, Jiang W, et al. Common mechanism of

pathogenesis in gastrointestinal diseases implied by consistent

efficacy of single Chinese medicine formula: a PRISMA-compli-
ant Systematic Review and Meta-Analysis. Medicine (Baltimore).

2015;94:el111.

82. Yang X, Hao J, Zhu CH, et al. Survival benefits of Western and
Traditional Chinese Medicine treatment for patients with pancreatic

cancer. Medicine (Baltimore). 2015;94:¢1008.

83. Gagnier JJ, DeMelo J, Boon H, et al. Quality of reporting of
randomized controlled trials of herbal medicine interventions. Am J

Med. 2006;119:800.

84. Bo C, Xue Z, Yi G, et al. Assessing the quality of reports about

randomized controlled trials of acupuncture treatment on diabetic
peripheral neuropathy. PLoS One. 2012;7:e38461.

85. World Medical Association. Declaration of Helsinki: ethical princi-

ple for medical research involving human subjects Seoul, South

Korea: 59th WMA General Assembly; 2008:www.wma.net/e/policy/

b3.htm. Accessed Nov 20, 2015.

Copyright © 2016 Wolters Kluwer Health, Inc. All rights reserved.

87.

88.

89.

90.

. Wu M, Hu J, Liu B. The reporting quality assessment of complex

interventions’ articles in traditional Chinese medicine. Evid Based
Complement Alternat Med. 2013;2013:250690.

Altman DG, Bland JM. Absence of evidence is not evidence of
absence. Aust Vet J. 1996;74:311.

Zhai X, Wang Y, Mu Q, et al. Methodological reporting quality of
randomized controlled trials in 3 leading diabetes journals from

2011 to 2013 following CONSORT statement: a system review.
Medicine (Baltimore). 2015;94:¢1083.

Zhuang L, He J, Zhuang X, et al. Quality of reporting on
randomized controlled trials of acupuncture for stroke rehabilitation.

BMC Complement Altern Med. 2014;14:151.

Lu X, Hongcai S, Jiaying W, et al. Assessing the quality of reports
about randomized controlled trials of acupuncture treatment on mild

cognitive impairment. PLoS One. 2011;6:¢16922.

. loannidis JP, Evans SJ, Gotzsche PC, et al. Better reporting of harms

in randomized trials: an extension of the CONSORT statement. Ann
Intern Med. 2004;141:781-788.

www.md-journal.com |9



	Assessment of the Reporting Quality of Placebo-controlled Randomized Trials on the Treatment of Type 2 Diabetes With Traditional Chinese Medicine in Mainland™China
	INTRODUCTION
	METHODS
	Search Strategy
	Eligibility Criteria
	Assessment of Quality of Reporting
	Data Extraction and Analysis

	RESULTS
	DISCUSSION
	CONCLUSIONS


