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There has recently been increase inthe use of statistics in medical research. Reporiing
resuits of statistical points in published paper should have been reviewed by statistician ir the
Editorial Board. Guidelines for stafistics in critical appraisal are considered in the part of materials
and methods, statistical analysis, statistical reporting, presentation of results, discussion and
conclusion. The reader should know the scope of study and its appropriateness. {t should be
considered in the aspect of population and sample, measurement and response rate so that
they can judge whether this resulf can.be generalized fo the target group. The statistical
method should be appropriately used and related to the objective of the study. Statistical
reporting is corresponded to  the assumplion, hypothesis and analysis specified in the study.
In addition, discussion part should have been discussed the results in boih clinical and statistical

points. Finally, the reader should consider whether this result can answer the research question.
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shaened 1 hiesnrasnirdeulugaudsnimineg nedauamauanumenges Kamolratanakul P.,
Sawert H., Lertmaharit S., et.al. Randomized controlled trial of directly observed treatment (DOT)
for patients with pulmonary tuberculcsis in Thailand. Transactions of the royal society of fropical
Medicine and Hygiene (1989) 93, 552-657.

Methods
Protocol

This study was a randomized controlled trial conducted at 8 district hospitals, 3 provincial hospitals
and 4 referral centres (“Zonal TB Centres’) of the government heaith systemin Thailand. To obtain a representative
ample of all tuberculosis patients in Thailand, health care facilities at all fevels and in alf areas of the country
were included in the study. Four referral centres ("Zonel TB Centres’) were randomly selected from a total of 12
centres, which were stratified tc cover the couniry’s 4 geographical regions ( Central, Southern, Northern and
Northeastern). Similarly, 4 provincial hospitals in each of the couniry’s 4 geographical regions. Cne of the 4
initially selected provincial hospitals was later excluded from the study because patient allocation procedures
were not followed according to the study protocol. In each province where a selected provincial hospital was
located, 2 district hospitals were randomiy selected among an average number of 10 district hospitals per
province. ’

The primary outcome meastire was the cure rate, defined as the percentage of patients who completed
6 months of treatment and had 2 negative Sputum examinations during treatment, of which 1 was at the end of
treatment. Prior to the study, the estimate of the achievable cure rate under DOT was 85%. Sample size
calculations were based on a desired ébility fo detect a differenice in cure rates of 10% between study arms
withra power of 90%. The required sample size was 336 patients inboth arms (LEMESHOW et af., 1980). The
size of the actual groups enrolled in the study was greater.

Secondary outcome measures were {reatment completion and sputum conversion rates. The treatment
completion rate was defined as the perceniage of patients who completed 6 months of treatment but did not
receive 2 sputum examinations during treatment. The sputum conversion rate was defined as the pefcentage
of patients whose sputum was negative for AFB af the end of the 3rd'month of treatment. Further seCOndafy '
outcome measures were the proportion of patients who defaulted from ireatment, died, or were transferred to
different treatment focations. In addition, a case holding proportion was defined as the percentage of patients
who completed treatment divided by the total number of paﬁénts excluding those who died or were transferred
to other locations during treatment. '

Statistical analyses were performed cn an intention-to-treat basis, usingthe xz testto assess dsﬁerence"s

between outcome proportions in the 2 study'groups.
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