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Many randomised controlled trials have been conducted in China to evaluate the effectiveness of
traditional Chinese medicine, but much of the information is inaccessible to Western doctors. We
estimated the total number of randomised controlled trials published in China and identified prob-
lems in applying such methodology to the evaluation of traditional Chinese medicine, which
would serve as preparatory work for systematic review and dissemination of the randomised evi-
dence for such medicine.

Methods and results

We randomly selected 28 journals using stratified sampling from a total of 100 Chinese journals
of traditional Chinese medicine (4 national, 10 university, 10 provincial or regional, and 4 special-
ist journals). After special training, eight fifth year medical students (working in pairs) hand
searched all the issues of the journals published before 1 January 1997 to identify randomised
controlled trials. Discrepancies were settled by one of the principal investigators (S-YZ). Data on
methodological quality of randomised controlled trials were extracted from 414 full length articles
in the Chinese Journal of Integrated Traditional and Western Medicine. Ten times as many ran-
domised controlled trials appeared in that journal as in the other journals, and those published in
that journal were of a higher quality. 1 2

Altogether, 2938 randomised controlled trials were identified in the 28 selected journals. The first
trials were published in the early 1980s. The number of trials had doubled every two to three
years over the past 15 years. The number of randomised controlled trials published in all 100
journals by the end of 1996 was estimated to be around 7500 (95% confidence interval 6000 to
9000). Comparison of hand searched trials with trials of traditional Chinese medicine found in
electronic databases (which hold journals of conventional medicine too) shows that journals of
conventional medicine in China published about a quarter of the number randomised controlled
trials published in journals of traditional Chinese medicine. Thus, almost 10 000 randomised con-
trolled trials were published in China before 1997.

In most of the trials, disease was defined and diagnosed according to conventional medicine; trial
outcomes were assessed with objective or subjective (or both) methods of conventional medi-
cine, often complemented by traditional Chinese methods. Over 90% of the trials in non-special-
ist journals evaluated herbal treatments that were mostly proprietary Chinese medicines. The 10
most common diseases in the trials were ischaemic heart disease, stroke, chronic viral hepatitis,
peptic ulcer, childhood diarrhoea, hyperlipidaemia, primary hypertension, upper digestive tract
bleeding, diabetes mellitus, and pneumonia. They accounted for a fifth of the trials.



Although methodological quality has been improving over the years, many problems remain. 1 2
The method of randomisation was often inappropriately described. Blinding was used in only 15%
of trials. Only a few studies had sample sizes of 300 subjects or more. Many trials used as a con-
trol another Chinese medicine treatment whose effectiveness had often not been evaluated by
randomised controlled trials. Most trials focused on short term or intermediate rather than long
term outcomes. Most trials did not report data on compliance and completeness of follow up.
Effectiveness was rarely quantitatively expressed and reported. Intention to treat analysis was
never mentioned. Over half did not report data on baseline characteristics or on side effects.
Many trials were published as short reports. Most trials claimed that the tested treatments were
effective, indicating that publication bias may be common; a funnel plot of the 49 trials of acu-
puncture in the treatment of stroke confirmed selective publication of positive trials in the area,
suggesting that acupuncture may not be more effective than the control treatments

Comment

The quality of trials of traditional Chinese medicine must be improved urgently. Large and well
designed randomised controlled trials on long term major outcomes should be funded.4 Subse-
guently, such studies may serve as models for future trials in the area. Treatments to be tested
should be selected so that potentially effective and important treatments are evaluated first. The
best evidence should be systematically reviewed, summarised, and disseminated, which in turn
would lead to evidence based decision making in traditional Chinese medicine.5
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