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Background and Objective: A well designed

randomized controlled trial (RCT) provides the most
reliable evidence on the effectiveness of interventions,
the gold standard for a clinical trial. A way to assess the
quality of RCTs is to consider the reporting quality; The
CONSORT Statement is a tool. The Objective of this
study was to describe the quality of reporting RCTs in
Thai Health Care Journals

Methods: Thai-language RCT reports published in Thai
Health Care Journals between 2008 and 2012 were
searched using Online Public Access Catalog (OPAC)
of Khon Kaen University and Thai University Library
Network of OPAC. Reporting quality of RCTs was
assessed using adapted CONSORT Statement; a
standard data collection form of a 25-main-item
checklist (37 items). Quality of reporting is presented for
each item, and also the overall.

Results: The search identified 757 RCTs. Thirty-five
RCTs met the inclusion criteria. Results for each item of
the CONSORT Statement; 18 of 37 (48.6%) items were
reported in at least 75%. Some important items were
inadequately reported; sample size determination (40%),
sequence generation (57%), allocation concealment
mechanism (43%), blinding (57%), participant flow (9%),
reporting of estimated effect size and its precision (14%,
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13%). The least reported items were registration num-
ber and name of trial registry (1/35), where the full trial
protocol can be accessed (1/35) and statistical methods
for additional analyses (2/14). The overall quality was
moderate; 28 RCTs were reported in 18 to 26 items.

Conclusions : The quality of reporting RCTs published
in Thai Health Care Journals needs to be improved.

Keywords: CONSORT, Clinical Trials, RCTs, Endorse-
ment, Reporting Quality.
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Introduction

A well-designed randomized controlled trial (RCT)
provides the most reliable evidence on the effectiveness
of interventions’, and also can reduce bias in selection
and confounding biases. Because of this, the RCT is
considered as the “gold standard” for a clinical trial®.

Currently the number of RCTs published continues
to rise. The literature search on November 24", 2013
using a keyword of “Randomized controlled trial” for the
number of RCT articles published in the database
PUBMED (MEDLINE) found 39 reports of RCTs in 1965
and increased to 33,129 reported in 201 2°. As there are
many RCTs published each year, some of them may
contain either trivial or serious flaws. Some flaws are so
serious that they then lead to misleading conclusions,
or research that fails to provide important information to
In 1994 Altman
observed research papers and summary of empirical

guide clinical decisions making**

evidence of prevalence of methodological problems in
published reports of randomized trials; 68% of 206
reports not reporting an adequate method for
generating random numbers; 89% of 196 report not
reporting the mechanism used to allocated intervention,
and inadequate information on harmful consequence of
intervention’.

AUATUNT YT 2559;31 (3)

Quality of RCT is a multidimensional concept, which
could relate to the design, conduct, and analysis of a
trial, its clinical relevance, or quality of reporting®.
Alternative way to assess the quality of RCTs is to
consider the reporting quality. The Consolidated
Standards of Reporting Trials (CONSORT) Statement
is a tool to improve the quality of reporting of RCTs. The
CONSORT Statement has been published since 1996,
and was revised to CONSORT 2010 which is comprised
of a 25-main-item checklist and a flow diagram®. This
tool provides guidance on reporting RCTs and
recommendations for authors regarding how to prepare
reports of trial findings, facilitating their complete and
transparent reporting, and aiding in their critical appraisal
and interpretation™ "

More than 400 journals worldwide are supporting
the CONSORT Statement with endorsement and have
required authors to comply with the CONSORT
Statement'® . The results from Cochrane systematic
review showed the benefit of CONSORT endorsing
journals; 25/27 outcomes are improved with CONSORT
endorsement ™. Recent regional studies evaluated the
endorsement of Japanese and Chinese RCT reports to
the CONSORT Statement. These studies revealed the
need for improvement of reporting quality and
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encourage journals adhering to CONSORT Statement'
16

In Thailand, based on literature reviews by the first
review author (AP), there were just about 10% (5/52) of
Thai Health Care Journals that provided the CONSORT
Statement for authors in “Instructions for authors”. In
addition, there is no research that evaluates the
reporting quality of RCTs published in Thai Health Care
Journals. The objectives of this study was to describe
the quality of published randomized controlled trials
(RCTs) in Thai Health Care Journals.

Methods

Inclusions:

All Thai language full-texts of RCTs involving
human subjects, of parallel designs that investigated the
effectiveness of interventions, published during 2008 to
2012 listed in the Thai-Journal Citation Index (TCI) Group
| in the fields of science technology were included.

Searching of RCT reports and study selection:

Thai-language RCT reports published between
January 2008 to December 2012 in Thai Health Care
Journals (TCI Group |) were searched using the Online
Public Access Catalog (OPAC) of Khon Kaen University
and the Thai University Library Network of OPAC. The
keywords or phrases used were “randomized controlled
trial”, “random”, “trial”, “clinical trial”, “placebo”, and “blind".

The first review author (AP) combined all search
results, removed duplicates records, and selected
potentially relevant studies according to the pre-defined
inclusion criteria by screening titles and abstracts, then
the full-text were retrieved and examined.

Data extraction:

Data abstraction was done by the first review
author (AP) using a standard data extraction form
(pre-prepared and piloted forms) which was designed
and developed based on the revised version of the
CONSORT Statement (25-main items checklist consists
of 37 items)"™. The second review author (PP) randomly
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selected 10% of 35 included studies, and independently
extracted the data in order to verify the accuracy of data
extraction. There was 8.9% of disagreement.
Discrepancies were resolved by discussion between the
two reviewers. Data entry was done by the first review
author (AP). The same reviewer double-checked for
accuracy information between data extraction forms and
the electronic files.

Data extraction items included the characteristics of
RCT reports (e.g. title, journal’s name, year of
publication, number of objectives, number of participants,
follow-up time), and reporting quality depending on items
from the CONSORT Statement. For the quality of

reporting; we assigned an answer “yes”, “no”, or “not
applicable” for each item based on whether it was re-
ported or was not. In addition, there were 5 items (7D,
11b, 12b, 14b, and 18) which were not possible to as-
sign as a “not applicable” category.

Outcomes and outcome measures

1) Reporting quality of RCT reports for each item:

The percentage of reporting quality for each item of
the 35 included studies was calculated; e.g. there were
35 included studies that reported item 1a =35/35=100%.
Then considered each item as a good grade if that item
was reported at least 75%.

2) Overall reporting quality of RCT reports:

For each RCT report, the percentage of reported
items (e.g. reported 37 items/37 items=100%) was
calculated and then classified into a grade of good
(reported at least 75%), moderate (reported 50% to
74.9%), or low (reported less than 50%).

Statistical analysis

We canducted a descriptive statistics with STATA
10.0 for
numbers and percentages were calculated. The

general characteristics of RCT reports; the

numbers of objectives, number of participants, and time
to follow-up in each RCT were presented as median,
and maximum : minimum. The quality of RCT reports for
each item, and the overall quality were determined by

ATUATUNT YT 2559; 31 (3) # Srinagarind Med 1 2016; 31 (3)
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the numbers and percentages of reporting.

Results

The search strategies identified 757 records. After
202 duplicates were removed, the first review author
(AP) applied the inclusion criteria to examine all 555
records of RCTs by screening titles and abstracts to
remove obviously irrelevant reports. For 61 remaining
records, full-text RCTs were screened by the first review
author. Finally, there were 35 RCTs included in this
study, the reason for exclusion were noted (Fig. 1).

Of all 35 included RCTs, most of them were
published in 2008 (28.5%), with single research objec-
tive (85.7%), recruited participants from 20 to 60 per-
sons, and the follow-up period less than a month (57.2%),
(Table 1).

For the reporting quality of RCT reports for each
item of the 35 included studies, there were 18 of 37
items (48.6%) reported in at least 75%; four items (2a,
2b, 6a, 21) were reported with 100%. Fourteen items
(7a, 7b, 8b, 9, 10, 12b, 13a, 173, 17b, 20, 21, 23, 24, 25)
were reported less than 50%. The least reported items
were item 23 (registration number and name of trial reg-
istry) and item 24 (where the full trial protocol can be
accessed, if available) with the percentage of 2.9%. As
a consequence of no included studies reported (item
3b) method changes, (item 6b) outcome change, and
(item 14b) that the trial was ended or stopped, these 3
items were not applicable for calculation of any percent-
age, (Table 2).

The overall quality of reporting was moderate — there
were 28 RCTs that reported 18 to 26 items (28/35=80%).
Of 37 items, the median of reported items was 19 items
(min. = 13, max. = 25), (Table 3).

Discussion

Summary of main findings:

This is the first study evaluated the adherence to
the CONSORT Statement checklist of reporting published
in Thai Health Care Journals; restricted to Thai language.
A total of 35 included RCT studies were identified through
the Online Public Access Catalog (OPAC) of Khon Kaen

ATUATUNTIYENT 2559;31 (3) # Srinagarind Med J 2016; 31 (3)

Searching form Online Public Access Catalogue (OPAC)
Khon Kaen university 466 records

Mahasarakam university 21 records
Chulalongkorn university 127 records

Chiangmai university 147 records

Total 757 records
n=20 Excluded:
— 202 duplicate records
W
I 565 records | Excluded:
- 279 reports not published in
2008-2012
n=494 : ;
—————> | - 170 reports not published in
TCI Group |
v - 45 reported published in
I 61 full-texts English language
Excluded:
| 126 5, | 17 not RCTs
6 full-texts not available
2 not study in human
1 factorial design
'

35 full-texts included in study

Figure 1 Flow diagram of included RCT reports.

University and Thai University Library Network of OPAC
from 2008 to 2012. The overall quality of reporting was
moderate; of 37 items, 18 to 26 items were reported in
28 RCTs. The quality of reporting by each item; of those
35 included RCTs, 18 of 37 items were reported in at
least 75%. In addition, several important items
were poorly reported; (i) item 7a, Sample size determi-
nation (40%), (ii) item 8a, Method used to generate the
random allocation sequence (57%), (iii) item 9, Alloca-
tion concealment mechanism (43%), (iv) item 13a, Par-
ticipant flows (9%), (v) item 11a, Blinding (57%), and (vi)
item 17a, Reporting confidence interval of estimated ef-
fect size (14%).

The explanation for inadequate reporting of RCTs
published in Thai Health Care Journals could be due to
that most of Thai Health Care journals do not require
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Table 1 Characteristics of RCT reports in Thai Health
Care Journal (n=35).

1. Years of publication

2008 10 (28.5)
2009 6 (17.1)
2010 3 (8.8)
2011 8 (22.9)
2012 8 (22.9)
2. Number of Objective (s)
1 30 (85.7)
2 4 (11.4)
4 1(2.9)
4. Participants (Persons)
Fewer than 20 3 (8.6)
Between 20 - 60 18 (51.4)
Between 61 - 100 7 (20)
More than 100 7 (20)
(Median 60 : min 7, max 748)
5. Follow-up (Days)
Less than 30 20 (57.2)
Between 30 - 60 6 (17.1)
Between 60 - 90 3 (8.6)

More than 90
(Median 24: min 1, max 365)

6 (17.1)

authors to comply with the CONSORT Statement for
manuscript submission. It was found that only 5 out of
52 Thai Health Care Journals mentioned the
CONSORT Statement in their Instruction to Authors.

Agreements/Disagreements with other studies

One recent systematic review'” which included 27
RCTs evaluated Traditional Chinese Medicine treatment
in diabetes mellitus published in 2011 was consistent
with the current study; (i) very few journals recommended
the CONSORT Statement in their Instruction for authors,
(i) inappropriate reporting of item 7a sample size
calculation; they found none but the current study found
some (40%); In addition, the percentages of reporting
the following items were high which were similar to the
current study; item 3a, trial design (100%), item 4a,
eligibility criteria for participants (88.9%), item 5,
intervention for each group (100%), and item 9, method
used to generate the random allocation sequence (57%).
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Another study evaluated a compliance to the
CONSORT Statement on the participant flow diagrams
of infectious diseases published in the top general
medical and infectious disease journals in 2010"., Of 67
included RCTs, 77.6% presented the CONSORT par-
ticipant flow diagram (item 13a). Findings of this study
were opposed to the current study that found only 8.6%.
This could be explained by the significant difference in
number of the CONSORT Statement endorsements by
the journal. They found 46.3% of the included journals
endorsed the CONSORT guidelines in their instruction
to the authors; conversely, there were very few for the
current study (9.6%).

A study of Guo et al. in 2014 assessed quality of
reporting RCTs published in cancer nursing research
from 1984 to 2010. The investigators included 227 RCTs
(220 published between 1997 and 2010, 7 published
between 1984 and 1996). There were 89 included RCTs
published during 2006 to 2010 which seems
comparable to the current sample. Comparing selected
items between this study’s results to the present study,
some items did not show big differences; item 7a, sample
size calculation (59.6% vs. 40%), item 8a, the method
used to generate the random allocation sequence (50.6%
vs. 57%), and item 9, allocation concealment
mechanism (40.4% vs. 43%), whereas, some items were
obviously different; item 13a, participant flows (84.3%
vs. 9%), item, 11a blinding (29.2% vs. 57%), and item
17a, reporting confidence interval of estimated effect size
(51.7% vs. 14%). The lower rate for reporting of the flow
diagram in the present study could be caused by
journal restrictions on the number of allowable figures,
and no requirement for authors to comply with the
CONSORT Statement. For the lower proportion of
reporting of the blinding in this study maybe due to the
fact that generally nursing interventions are
non-pharmacologic treatments that are not feasible to
blind. For a lack of reporting confidence interval of the
effect size in the present study, this is probably due to
the fact that authors do not realize the importance of
reporting a range of plausible values for the effect size
which is valuable for quantifying the effectiveness of a

AIUATUNTIIYET 2559: 31 (3) # Srinagarind Med 1 2016;31 (3)
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Table 2 Quality of reporting of RCTs in which item was clearly reported (n=35).
W 25 %

e
%
Title and 1a Identification as a randomized frial in the title 30 (85.7)
abstract 1b Structured summary of trial design, methods, results, and conclusions 32 (91.4)
Background 2a Scientific background and explanation of rationale 35 (100)
and objectives 2b Specific objectives or hypotheses 35 (100)
Trial design 3a Description of trial design (such as parallel, factorial) including allocation ratio 33 (94.3)
3b Important changes to methods after trial commencement(such as eligibility criteria), with reasons NIA
Participants 4a Eligibility criteria for participants 34 (97.1)
4b Settings and locations where the data were collected 30 (85.7)
Interventions 5 The interventions for each group with sufficient details to allow replication, including how and 33 (94.3)
when they were actually administered
Outcomes 6a Completely defined pre-specified primary and secondary outcome measures, including how 35(100)
and when theywere assessed
6b Any changes to trial outcomes after the trial commenced, with reasons N/A
Sample size 7a How sample size was determined 14 (40)
7b When applicable, explanation of any interim analyses and stopping guidelines 3/8 (37.5)"
Sequence 8a Method used to generate the random allocation sequence 20 (57.2)
generation 8b Type of randomization; details of any restriction (such as blocking and block size) 6 (17.1)
Allocation concealment 9 Mechanism used to implement the random allocation sequence (such as sequentially 15 (42.8)
mechanism numbered containers), describing any steps taken to conceal the sequence until interventions
were assigned
Implementation 10 Who generated the random allocation sequence, who enrolled participants, and who assigned 7 (20)
participants to interventions
Blinding 11a If done, who was blinded after assignment to interventions (for example, participants, care 20 (57.1)
providers, those assessing outcomes) and how
11b If relevant, description of the similarity of interventions 24132 (75)"
Statistical methods 12a Statistical methods used to compare groups for primary and secondary outcomes 32 (91.4)
12b Methods for additional analyses, such as subgroup analyses and adjusted analyses 1/8 (12.5)
Participant flow 13a For each group, the numbers of participants who were randomly assigned, received intended 3 (8.6)
treatment, and were analysed for the primary outcome
13b For each group, losses and exclusions after randomization, together with reasons 19/21 (90.5)*
Recruitment 14a Dates defining the periods of recruitment and follow-up 32 (91.4)
14b Why the trial ended or was stopped NIA
Baseline data 15 A table showing baseline demographic and clinical characteristics for each group 27 (77.1)
Numbers analysed 16 For each group, number of participants (denominator) included in each analysis and whether 28 (80)
the analysis was by original assigned groups
Outcomes andestimation 17a For each primary and secondary outcome, results for each group, and the estimated effect size 5 (14.3)
and its precision (such as 95% confidence interval)
17b For binary outcomes, presentation of both absolute and relative effect sizes is recommended 2114(12.5)*
Ancillary analyses 18 Results of any other analyses performed, including subgroup analyses and adjusted analyses, 3/5 (80)°
distinguishing pre-specified from exploratory
Harms 19 All important harms or unintended effects in each group 28 (80)
Limitations 20 Trial limitations, addressing sources of potential bias, imprecision, and, if relevant, multiplicity of 14 (40)
analyses
Generalisability 21 Generalisability (external validity, applicability) of the trial findings 35 (100)
Interpretation 22 Interpretation consistent with results, balancing benefits and harms, and considering other 29 (82.9)
relevant evidence
Registration 23 Registration number and name of trial registry 1(2.9)
Protocol 24 Where the full trial protocol can be accessed, if available 1(2.9)
Funding 25 Sources of funding and other support (such as supply of drugs), role of funders 8 (22.9)

N/A = Not Applicable

* = Excluded one or more RCT reports with not applicable

circumstance

ATUASUNT VAT 2559;31 (3) # Srinagarind Med J 2016; 31 (3)
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Table 3 Overall quality of reporting of RCTs.

Good: (reported 27-37 items) 0

Moderate (reported 18-26 items) 28 (80)
Low (reported 0-17 items) 7 (20)

(Median 19 : min 13, max 25)

particular intervention, and that very few of Thai Health
Care Journals adopt the CONSORT Statement.

Peters et al, 2015% investigated the quality of 18
RCTs on otorhinolaryngologic topics published between
January 2010 to June 2014 in the PUBMED database.
There were 3 items with a lower rate of reporting than
the present study: item 7a, Sample size (28%). ltem 8a,
Method used to generate the random allocation sequence
(44%), item 9, Allocation concealment mechanism (11%).
These might be the result that none of the top 5
otorhinolaryngologic journals endorse the CONSORT
Statement in the Instructions to Authors.

Strengths and Limitations

This was the first systematic review that explored
the quality of RCT reports in Thai health care journals. It
was conducted under the rigorous methodology,
transparency, and used comprehensive searches through
the databases and related journals together with the
verification of the accuracy of information retrieval by
consultation with librarians in order to retrieve all
relevant RCT reports.

There are some limitations. Firstly, a limitation of
keywords used for searching RCTs through OPAC; lack
of ability to do advanced searches. Secondly, this study
only included RCTs published in the Thai language
between 2008 and 2012 which may not be
representative of the Thai Health Care journals
reporting in general.

Conclusions
Implications for practice
Our finding showed the quality of reporting RCTs
need to be improved as some important items remained
poorly reported. The evidences from other studies
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suggested that the use of CONSORT checklists is
beneficial for the completeness of RCT reports,
therefore Thai Health Care Journals should encourage
authors to apply the CONSORT Statement as a guide
for preparing manuscripts.

Implications for research

In the future, it is advisable for investigators to
explore the quality of reporting of RCTs in Thai health
care journals by recruiting RCT reports published in both
Thai and English languages, expanding the years of
publication, comparing the reporting quality of before
and after publication of the CONSORT, as well as
addressing the reasons for items not being reported.
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