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Quality Assessment of Non-randomised Comparative
Clinical Studies in 7The Journal of Korean
Acupuncture and Moxibustion Society

Seon Jong-in, Baek Yong-hyeon, Lee Sang-hoon and Lee Jae-dong

Dept. of Acupuncture & Moxibustion, College of Oriental medicine, Kyung Hee University

Objectives : Since The Journal of Korean Acupuncture and Moxibustion Societi{JKAMS) started
publishing in 1984, randomised controlled trials(RCTs) and non-randomised clinical studies(NRSs) consist-
ently have increased in quality and quantity. There has been no study on quality assessment of NRSs.
Thus, this study evaluted non-randomised comparative clinical trials in the JKAMS to assess the quantity
and quality.

Methods : Upon extracting NRSs for assessing the intervention effects from all the articles published
in the JKAMS from 1984 to 2009, assessments were made on methodological index for non-randomised
studies(MINORS). Also, the analysis were made upon the proportion of non-randomised comparative
clinical trials within original articles. The mean scores by research methods and years, and total scores
and mean scores of yearly research methods were analyzed.

Results : A total of 44 trials on non-randomised comparative clinical trials were selected. In 1980s,
43% of the total selected original articles, in 1990s, 4.1%, and in 2000s 14.2% were NRSs. According to
the research designs, the mean scores of MINORS were Case-control study 183, Controlled before and
after 185, Quasi randomised trial 185 and non randomised trial 17.9(out of 24),
Cross—sectional study was the most frequently used(41.9%).

respectively.
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methods in the future.

Conclusion : Although NRSs consistently increased in quantity, the assessed mean scores were low
and most articles used Cross—sectional study. Thus, there should be studied using appropriate research

Key words : The Journal of Korean Acupuncture and Moxibustion Society ; Non-randomised comparative
clinical studies ; Quality Assessment ; Mathodological index for non-randomised studies(MINORS)
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All articles : 1737

; N Reviews etc : 378
Vv Experimental study : 688
Clinical study : 671
Case report (n<4) : 128
; N Case series(n>4) : 298
Randomized controlled trial : 66
1vr

Non-randomized clinical trials :

179

Before-and-after study : 55
Interrupted-time-series study : 5
Cross-sectional study : 75

‘7

v

Comparative studies : 44

Cass-control study : 12

Controlled before-and-after study : 15
Quasi-randomized trial : 2
Non-randomized controlled trial : 15

Fig. 1. Flow chart of the study — selection of the materials by research method
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Table 1. Taxonomy of Study Desings to Assess the Effectiveness of an Intervention

Experimental designs
A study in which the investigator has control over at least some study conditions, particularly decisions
concerning the allocation of participants to different to different intervention groups.

(D Randomised controlled trial
Participants are randomly allocated to intervention or control groups and followed up over time to
assess any differences in outcome rates. randomisation with allocation concealment ensure that on
average known and unknown determinants of outcome are evenly distributed between groups

@ Quasi-randomised trial
Participants are allocated to intervention or control groups by the investigator, but the method of
allocation falls short of genuine randomisation and allocation concealment(e.g. allocated by date of birth,
hospital record number, etc.)

@ Non-randomised trial / Quasi-experimental study
The investigator has control over the allocation of participants to groups, but does not attempt
randomisation(e.g. patient or physician preference). Differs from a “cohort study” in that the intervention
i1s experimental rather than observational.

Observational designs
A study in which natural variation in interventions(or exposure) among study participants is in-
vestigated to explore the effect of the interventions(or exposure) on health outcomes.

@ Controlled before—and-after study
A follow-up study of participants who have received an intervention and those who have not,
measuring the outcome variable both at baseline and after the intervention period, comparing either final
values if the groups are comparable at baseline, or change scores. It can also be considered an
experimental design if the investigator has control over, or can deliberately manipulate, the introduction
of the intervention.

(® Concurrent cohort study
A follow-up study that compares outcomes between participants who have received an intervention and
those who have not. Participants are studied during the same(concurrent) period either prospectively or,
more commonly, retrospectively.

® Historical cohort study
A variation on the traditional cohort study where the outcome from a new intervention is established
for participants studied in one period and compared with those who did not receive the intervention in a
previous period, i.e. participants are not studied concurrently.

(@ Case-control study
Participants with and without a given outcome are identified(cases and controls respectively) and
exposure to a given intervention(s) between the two groups compared.

Before-and-after study
Comparison of outcomes from study participants before and after an intervention is introduced. The
before and after measurements may be made in the same participants, or in different samples. It can
also be considered an experimental design if the investigator has contro over, or can deliberately
manipulate, the introduction of the intervention.

Cross-sectional study
Examination of the relationship between disease and other variables of interest as they exist in a
defined population at one particular time point.

@ Case series
Description of a number of cases of an intervention and outcome(no comparison with a control group)

@ Interrupted-time-series studyz
A study that uses observations at multiple time points before and after an intervention(the ‘inter-
ruption’). The design attempts to detect whether the intervention has had an effect significantly greater
than any underlying trend over time.
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Table 2. Methodological Items for Non-randomised Studies

Methodological Items for Non-randomised Studies(MINORS)

@D A clearly stated aim : the question addressed should be precise and relevant in the light of available
literature

@ Inclusion of consecutive patients : all patients potentially fit for inclusion(satisfying the criteria for
inclusion) have been included in the study during the study period(no exclusion or details about the
reasons for exclusion)

@ Prospective collection of data : data were collected according to a protocol established before the
beginning of the study

@ Endpoints appropriate to the aim of the study : unambiguous explanation of the criteria used to
evaluate the main outcome which should be in accordance with the question addressed by the study.
Also, the endpoints should be assessed on an intention-to-treat basis

® Unbiased assessment of the study endpoint : blind evaluation of objective endpoints and
double-blind evaluation of subjective endpoints. Otherwise the reasons for not blinding should be stated

® Follow-up period appropriate to the aim of the study : the follow—up should be sufficiently
long to allow the assessment of the main endpoint and possible adverse events

@ Loss to follow up less than 5% : all patients should be included in the follow up. Otherwise, the
proportion lost to follow up should not exceed the proportion experiencing the major endpoint

Prospective calculation of the study size :@ information of the size of detectable difference of
interest with a calculation of 95% confidence interval, according to the expected incidence of the
outcome event, and information about the level for statistical significance and estimates of power when
comparing the outcomes

Additional criteria in the case of comparative study

© An adequate control group : having a gold standard diagnostic test or therapeutic intervention
recognized as the optimal intervention according to the available published data

@ Contemporary groups : control and studied group should be managed during the same time
period(no historical comparison)

@ Baseline equivalence of groups : the groups should be similar regarding the criteria other than the
studied endpoints. Absence of confounding factors that could bias the interpretation of the results

@ Adequate statistical analysis : whether the statistics were in accordance with the type of study
with calculation of confidence intervals or relative risk
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Table 3. The Quantative Change of Non-
randomised Clinical Trials According to the Years

Years Articles(no) NOH;Z{?;BJZM
1984~1990 93 4(4.3%)
1991 ~2000 577 24(4.1%)
2001 ~2009 1067 151(14.2%)

1737 179(10.3%)
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Fig. 2. Classification of the non—comparative studies
Vs comparative studies according to the years
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