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Editorial policy and the reporting of randomized controlled
trials: A survey of instructions for authors and assessment of
trial reports in Indian medical journals (2004–05)

PRATHAP THARYAN,  TITUS SAMSON PREMKUMAR,  VIVEK MATHEW,
JABEZ PAUL BARNABAS,  MANUELRAJ

ABSTRACT
Background. Many international journals require authors of

randomized controlled trials to adhere to standards of reporting
described in the statement of the Consolidated Standards of
Reporting Trials (CONSORT) and the requirements issued by
the International Committee of Medical Journal Editors (ICMJE).
We examined the extent to which these international standards
have been adopted by Indian medical journals.

Methods. To identify Indian medical journals that publish
randomized controlled trials, we did electronic searches of the
websites of the National Informatics Centre (Indian Medlars
Centre), Database of Open Access Journals, National Library of
Medicine, WHO’s Index Medicus for the South-East Asian
region and Google. We analysed their instructions to authors for
endorsement of the CONSORT statement and the ICMJE
requirements for reporting of randomized controlled trials. We
then identified all randomized controlled trials published in these
journals during 2004 and 2005 and assessed them against
selected CONSORT items and ICMJE requirements, and scored
them on the Jadad scale.

Results. Of the 65 journals selected, 38 (58.5%) mentioned
the ICMJE requirements in their instructions for authors but only
20 (31%) specifically required authors to submit manuscripts in
accordance with the CONSORT statement. Of 151 randomized
controlled trials published during 2004–05, only 4 of 13
(30.8%) selected CONSORT items were reported in >50% of
trial reports. Items reflecting internal validity were poorly
reported. Jadad scores were significantly higher for general
medical journals compared with specialty journals (mean difference
0.46; 95% CI: 0.15–0.78; p=0.005) and in trials published
in 2005 over those published in 2004 (mean difference 0.48;

95% CI: 0.18–0.79; p=0.002). Ethical issues were poorly
reported in one-third of reports, and sources of funding and
conflicts of interest were not declared in over three-fourths.
Adequacy of reporting was not related to endorsing either the
CONSORT statement or the ICMJE requirements.

Conclusion. Medical journals published in India should adopt
internationally recognized norms for reporting clinical trials and
work with authors, reviewers and institutional review boards to
improve the standards of conduct, reporting and validity of
inferences of trials.
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INTRODUCTION
The Uniform Requirements for Manuscripts Submitted to
Biomedical Journals (URMs) of the International Committee of
Medical Journal Editors (ICMJE)1 are currently endorsed by more
than 600 biomedical journals worldwide.2 One of the requirements
is that reports of all randomized controlled trials (RCTs) conform
to the Consolidated Standards of Reporting Trials (CONSORT)
statement,3 published in 19964 and revised in 2001.5

The role of journal policy in aiding improved reporting of
results of RCTs was emphasized by surveys, which revealed that
high-impact international journals that endorsed the CONSORT
statement had improved the quality of reporting of RCTs over
time compared with journals that did not.6–9 Empirical research
demonstrates that poorly reported RCTs lead to biased and
erroneous interpretation of results.10–13 The CONSORT
‘explanation and elaboration’ document, checklist and flow
diagram were developed using an evidence-based approach to
improve transparency and validity of reporting the methods and
results of randomized controlled trials to aid accurate interpretation
of results. The 22 items in the revised CONSORT checklist were
designed to help authors prepare, and reviewers assess, manuscripts
that would reflect this aim. ICMJE recommends that these items
and the CONSORT flow diagram detailing participant progress
through the phases of the trial be reported.1 The CONSORT items
do not cover ethical aspects of the conduct of trials or disclosures
of sources of funding or conflicts of interest, though these are
given in detail in the ICMJE requirements.

Twenty-four Indian medical journals are currently listed as
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publications that follow the ICMJE’s URMs.2 We presumed that
editors of these journals provide instructions to authors of
manuscripts of RCTs that refer to the ICMJE requirements,
including endorsement of the CONSORT statement, disclosure of
ethical safeguards, sources of funding and conflicts of interest.
However, a survey of instructions to authors in leading international
journals in 2003 revealed that this is not always done and there is
considerable ambiguity regarding what was expected of authors.14

It is unknown to what extent Indian journals comply with these
requirements.

To evaluate the relationship between editorial policy and the
quality of reporting of RCTs, we undertook a cross-sectional
survey of the ‘instructions to authors’ of all Indian medical
journals that solicit or publish RCTs. We examined the proportion
of journals that mentioned the CONSORT statement, checklist
and flow diagram, and the ICMJE requirements as prerequisites
for submission of manuscripts. We also assessed all RCTs published
in these journals during 2004–05 for reporting of CONSORT
items related to transparency, validity of methods and interpretation
of results, and the ICMJE requirements for reporting ethical
safeguards and declare sources of funding and conflicts of interest.

METHODS
This was a cross-sectional survey of Indian medical journals that
publish interventional trials in humans.

Identification and selection of journals

Between August and December 2006, we did a search for ‘Indian
medical journals’ on the websites of the National Informatics
Centre (Indian Medlars Centre) for the IndMed database (medind.
nic.in/), Database of Open Access Journals (www.doaj.org/),
National Library of Medicine (www.nlm.nih.gov/bsd/
pmresources.html), WHO’s (IMSEAR) Index Medicus for the
South-East Asia region (http://library.searo. who.int/
modules.php?op=modload&name=websis&file=imsear) and
Google (www.google.com).

Three investigators (MR, VM and PT) conducted these searches
independently and selected journals that were affiliated to an
Indian professional organization or association or whose editorial
offices and publishers were in India.

Analysis of instructions to authors

The online or print content of the instructions to authors were
searched to ascertain the policy of the journal regarding acceptance
of clinical trials in humans. One of us (PT) extracted from the
online or print version of the instructions to authors of each
journal any mention of the ICMJE requirements for submission of
manuscripts and the CONSORT statement for submission of
RCTs and if an appropriate citation or website address was
provided. As recommended by the ICMJE,1 requirements for
approval of an ethics committee and conformity to the Declaration
of Helsinki15 were also noted. In addition, the ICMJE website2 was
checked to ascertain whether the journal was listed among those
endorsing the ICMJE requirements.

Identification and selection of trials
Two of us (VM and PT) independently searched the online or print
version of each journal for reports of RCTs published during 2004
and 2005. Electronic or print copies of identified trials were
obtained for a detailed evaluation.

These RCTs were independently inspected by 3 investigators
(JPB, VM, PT) who searched the titles, abstracts and methods

sections to confirm that these were RCTs. Trials were designated
as RCTs if they contained more than one intervention arm and if
they used the word ‘random’, ‘randomized’ or ‘randomly’ to
describe allocation of participants to interventions. Quasi-
randomized trials were those where allocation was by alternation
and these were not excluded.

Data extraction

Data from these trial reports were extracted to pretested data
extraction forms by a trained investigator (JPB) experienced in
extracting data from trials.23 Data extraction and entry were
supplemented and checked by another investigator (TSP) and all
extracted data were independently verified by a third (PT). Any
disagreements or clarifications were resolved by consensus. No
attempts were made to contact trial authors in case of doubts since
the clarity of reporting was being assessed.

Adherence to CONSORT statement and ICMJE requirements

From each trial report we extracted details of 13 selected items,
representative of items that improve reporting of transparency,
validity of methods and interpretations of results, from the
22-item CONSORT checklist (Table I).3

In addition, one of us (PT) scored each trial using the Jadad
scoring system,17 a 5-point scoring system that allots one point
each if the trial is described as randomized and double blind and
if drop-outs are described, and one additional point each if
randomization and blinding were appropriately done (if

TABLE I. Selected items from the Consolidated Standards of
Reporting Trials (CONSORT) checklist

1. Whether the title or abstract reported that the allocation of participants
in the trial was randomized.

2. Whether a sample size calculation was done. 
3. Randomization sequence generation: Method used to generate the

random allocation sequence, including details of any restriction (e.g.
blocking, stratification).

4. Allocation concealment: Method used to conceal the randomization
sequence until interventions were assigned.

5. Implementation of the randomization sequence: Who generated the
allocation sequence, who enrolled participants, and who assigned
participants to their groups.

6. Blinding and masking: Whether or not participants, those administering
the interventions, and those assessing the outcomes were blinded to
group assignment.

7. Assessment of adequacy of blinding: If blinding was done, the method
used to test adequacy of blinding. 

8. Participant flow: Whether the report describes the number of people
screened for inclusion, reasons for exclusion and specifically, for each
group, reported the numbers of participants randomly assigned, those
receiving intended treatment, deviating from protocol, completing the
study protocol, and analysed for the primary outcome and whether a
CONSORT flow diagram was reported. 

9. Whether the number of participants (denominator) in each group
included in each analysis was similar to that randomized, whether those
lost to follow up were reported, and whether the analysis was by
‘intention-to-treat’.

10. Whether results for important outcomes were reported in absolute
numbers and not percentages or graphs or p values.

11. If results for important outcomes were reported as means, whether
standard deviations or standard errors were also provided.

12. Whether for important outcomes, summary effect measures (such as
odds ratios, relative risks, risk difference, mean difference) with 95%
confidence intervals were reported instead of only p values.

13. Whether all important adverse events or side-effects in each intervention
group were reported.
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inappropriate, one point each is deducted). Higher scores indicate
superior quality. Two-thirds of the reports were independently
scored using this system by a second investigator (TSP) and
discordance in the scores was resolved by discussion.

We also extracted from each trial report the reporting of other
ICMJE requirements such as ethical safeguards (informed consent,
ethics committee approval, conformity with the Declaration of
Helsinki), declaration of sources of funding and conflicts of interest.

Statistical analysis
One of us (JPB) entered data into MS Excel (office.microsoft.com/
excel/) and imported files into the Statistical Package for Social
Scientists (SPSS for Windows), version 11 (http://www.spss.com/
spss/); all entered data were checked by another author (PT). We
classified journals according to whether they were indexed in
Medline (Index Medicus) in the year 2005; were general medical
or specialty journals; were included in the list of journals endorsing
the ICMJE requirements; and by year of publication. We
determined the proportion (and 95% confidence intervals; CI) of
journals endorsing the ICMJE requirements and the CONSORT
statement. We calculated odds ratios (OR) with 95% CI and p
values using the chi-square test for these endorsements among
journals indexed and not indexed in Medline in 2005, general
medical and specialty journals and those included and not included
in the ICMJE list of journals.

We then calculated the proportion of RCTs during 2004–05
that reported adequately on each of the 13 selected items of the
CONSORT checklist as well as the other ICMJE requirements.
We compared chi-square values and the odds (with 95% CI) of
adequate reporting in indexed and non-indexed journals, general
medical and specialty journals, between those that did and did not
endorse the CONSORT statement in their instructions to authors,
those that were listed or not listed as subscribing to the ICMJE
requirements, and by year of publication. We calculated the
difference in means (with 95% CI) of the Jadad scores between
these journal categories using rank sum tests (means and standard
deviations of the Jadad scores indicated skewed data). We also
calculated the proportion of reports scoring 3/5 or more (reflecting
adequate quality) in these categories using the chi-square test and
calculated odds ratios and 95% CI for differences in proportions.

RESULTS
Identification of journals and trials
We identified 65 Indian medical journals that met our requirements
(the list of journals is available on request). Sixty-four were
available online with free full text articles. Of these 62 had online
instructions to authors; this information was obtained for one
journal from the print edition for 2005. We could not obtain this
information from any source for the other journal and scored it as
not endorsing any of the parameters under evaluation.

There were 16 general medical journals (general medicine,
surgery, obstetrics and community health) and 49 specialty journals.
Twenty-one (6 general medical and 15 specialty) journals were
indexed in Medline in 2005. Twenty-four (4 general medical and
20 specialty) of these journals were listed among those endorsing
the ICMJE requirements.

Evaluation of instructions to authors
ICMJE requirements. Of the 65 journals, 38 (58.5%; 95% CI:

46.3%–69.7%) made some mention of the ICMJE requirements in
the instructions for authors (Table II). Eight (21%) of these
journals referred only to the ICMJE for style of references or
units of measurement; the rest recommended that manuscripts
follow all ICMJE requirements. Twenty-four (63%) journals that
mentioned the ICMJE requirements provided a link or address
to the website; the rest (37%) provided references to outdated
print publications or did not provide any references/weblinks.
Journals that were listed in the ICMJE list were significantly
more likely than those not listed to mention the ICMJE
requirements, though this did not differ among general medical
or specialty journals, and those indexed or not in Medline
(Table II).

CONSORT. Of the 65 journals, 20 (30.8%; 95% CI: 20.8%–
42.9%) required authors to submit manuscripts in accordance
with the CONSORT statement and all provided links to the
CONSORT website. Only 1 journal required the CONSORT
checklist to be submitted and none specifically requested a flow
diagram. Again, journals that were included in the ICMJE list
were more likely than those not listed to require authors to submit
manuscripts of RCTs in accordance with the CONSORT statement.
Journals did not differ in endorsing the CONSORT statement

TABLE II. Instructions to authors and reference to the CONSORT statement and ICMJE
requirements, ethics committee approval and/or Declaration of Helsinki in selected Indian
medical journals

Journal n ICMJE requirements CONSORT statement Ethics

n (%) n (%) n (%)

Type

General medical 16 6 (37.5) 4 (25.0) 7 (43.8)

Specialty 49 32 (65.3) 16 (32.7) 29 (59.2)

Medline 2005

Indexed 21 12 (57.1) 9 (42.9) 14 (66.7)

Not indexed 44 26 (59.1) 11 (25.0) 22 (50.0)

ICMJE list

Included 24 18 (75.0)* 12 (50.0)† 19 (79.2)‡

Not included 41 20 (48.8) 8 (19.5) 17 (41.5)

Total (%) 38 (58.5) 20 (30.8) 36 (55.4)

 95% CI 46.3–69.7 20.8–42.9 43.3–66.9

ICMJE International Committee of Medical Journal Editors  CONSORT Consolidated Standards of Reporting Trials
* OR 3.15, 95% CI: 1.04–9.54, p=0.004  † OR 4.13, 95% CI: 1.36–12.54, p=0.001
‡ OR 5.37, 95% CI: 1.68–17.19, p=0.003
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irrespective of whether they were general medical or specialty
journals or indexed in Medline or not (Table II).

Ethical issues. Of the 65 journals, 36 (55.4%; 95% CI: 43.3%–
66.9%) required approval by an institutional or national ethics
committee, or research to be conducted in accordance with the
Declaration of Helsinki. Two journals stated that copies of ethics
approval may be required to be submitted, with an additional
journal making it a necessary requirement. Two journals required
that only the Declaration of Helsinki be followed without mandating
ethics committee approval. Journals in the ICMJE list were more
likely than those not in the list to require ethics committee
approval and/or research conducted in accordance with the
Declaration of Helsinki. General medical and specialty journals
and those indexed in Medline or not did not differ in ethical
requirements (Table II).

Quality of reporting of RCTs in Indian medical journals

We identified 186 reports with human participants published
during 2004–05 that used the words ‘random’, ‘randomly’ or
‘randomized’ in the title or abstract or were controlled clinical
trials from 37 of 65 journals (56.9%) that fulfilled our criteria. We
confirmed 151 as RCTs (Fig. 1, a complete list of trials assessed
is available on request). One trial was reported in a letter to the
editor while the rest were full articles.

Reporting of CONSORT items. The mean (SD) number of
CONSORT items reported in the 151 trial reports was 5.05 (2.05);
the median number of items reported was 5 (range 0–10). Only 2
items were reported in more than 75% of trial reports and 4 in more
than 50% of the reports (Table III). Reporting of CONSORT items
(Table IV) was non-significantly better in general medical than
specialty journals and significantly better in journals indexed in
Medline than in those not indexed. Journals did not differ
irrespective of whether they endorsed the CONSORT statement
in their instructions to authors or whether they were on the list of
journals endorsing the ICMJE requirements. The reporting of
CONSORT items did not differ significantly between years of
publication.

Taking only the 4 CONSORT items that directly reflect the
internal validity of an RCT, reporting was better for the method of
sequence generation, of blinding (though none reported any

attempt to assess the adequacy of blinding) and for analysis by
intention to treat, than for allocation concealment. Of the 151
reports, 14 (9.3%) reported on none, 57 (37.7%) on one item,
54 (35.8%) on two, 17 (11.3%) on three and only 9 (6%) reported
all four items. Journals indexed in Medline reported these 4 items
(mean [SD] 1.90 [0.97]) more frequently than those not indexed
(mean1.47, [0.99]; p=0.005). Reporting of these 4 items did not
significantly differ between general medical and specialty journals,
journals endorsing and not endorsing the CONSORT statement or
ICMJE requirements and between years of publication. Reporting
had not improved between 2004 and 2005 for allocation
concealment, the item least often reported (2004: 12/87, 13% v.
2005: 12/64, 19%; OR 0.69; 95% CI: 0.29–1.67).

Jadad scores. The mean (SD) score of the 151 trial reports on
the 5-point Jadad scoring system was 1.81 (0.97); the median score
was 2 (range 0–5). The Jadad scores were significantly higher in
general medical than specialty journals and in trials published
during 2005 (Table V). Jadad scores did not differ between
indexed and non-indexed journals or between journals endorsing
or not endorsing the CONSORT statement or ICMJE requirements.

TABLE III. Reporting of selected items from the CONSORT
checklist in 151 randomized controlled trials published in
Indian medical journals (2004–05)

CONSORT items* Trials
n (%)

Assessment of blinding 0 (0)
Participant flow 9 (6.0)
Implementation of randomization sequence 13 (8.6)
Summary effect measures with 95% CI 16 (10.6)
Allocation concealment method 24 (15.9)
Sample size calculation 29 (19.2)
Randomization sequence generation 57 (37.7)
Outcome in absolute numbers 68 (45.0)
Intention-to-treat analysis 73 (48.3)
Blinding and masking reported 96 (63.6)
Adverse effects 99 (65.6)
If outcome in means, standard deviations also reported 116 (76.8)
Randomized controlled trial in title or abstract 126 (83.4)

CONSORT Consolidated Standards of Reporting Trials  * sorted in ascending
order of reporting

TABLE IV. Selected CONSORT items reported in 151 randomized controlled trials in Indian
medical journals (2004–05)

Item n Mean (SD) Mean difference 95% CI p

Type
General medical 55 5.45 (1.97) 0.63 0.08–1.35 0.08
Specialty 96 4.82 (2.22)

Medline in 2005
Indexed 70 5.66 (2.21) 1.13 0.45–1.80 0.001
Not indexed 81 4.53 (1.96)

CONSORT
Endorses 31 5.55 (2.51) 0.62 0.23–1.48 0.15
Does not endorse 120 4.93 (2.04)

ICMJE list
In list 48 5.35 (2.12) 0.44 0.30–1.18 0.24
Not in list 103 4.91 (2.16)

Year of publication
2004 87 4.84 (2.03) 0.50 0.19–1.20 0.21
2005 64 5.34 (2.29)

p 2-tailed significance  ICMJE International Committee of Medical Journal Editors  CONSORT Consolidated
Standards of Reporting Trials
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• Selected Indian medical journals: 65
• Journals with controlled clinical trials in

humans, 2004–05: 37 (57%)
• Potentially eligible trial reports: 186

Fig 1. Flow chart of trial selection and trial characteristics
CONSORT Consolidated Standards of Reporting Trials ICMJE International Committee of Medical Journal Editors

Journals details
General medical/surgical: 55 (36%)
Indexed in Medline: 70 (46%)
Published in 2004: 87 (58%)
Endorses CONSORT: 31 (20.5%)
Endorses ICMJE: 48 (32%)

Setting
India: 140 (93%)

Multicentre: 3
Overseas: 11 (7%)

Iran: 5
Turkey: 3
Germany: 1
Oman: 1
Multicountry: 1

Trial design
Parallel group: 145 (96%)
Individuals randomized: 143
Cluster randomized: 2
Cross-over: 6 (4%)

Excluded reports: 31
• Surveys or case–control studies: 26
• Non-randomized controlled trials: 5

Selected randomized controlled trials: 151

TABLE V. Jadad scores for 151 randomized controlled trials in Indian medical journals (2004–05)

Journal n Mean (SD) score p Score >2 (%) Odds ratio (95% CI)

Type
General medical 55 2.11 (1.12) 0.005 17 (30.9) 2.42 (1.09–5.35)
Specialty 96 1.65 (0.85) 15 (15.6)

Medline 2005
Indexed 70 1.87 (1.02) 0.68 15 (21.4) 1.03 (0.47–2.25)
Not indexed 81 1.77 (0.93) 17 (21.0)

CONSORT
Endorses 31 2.03 (1.07) 0.21 10 (32.3) 2.12 (0.88–5.13)
Does not 120 1.76 (0.92) 22 (18.3)

ICMJE list
In list 48 1.92 (1.03) 0.48 13 (27.1) 1.64 (0.73–3.69)
Not in list 103 1.77 (0.75) 19 (18.4)

Year of publication
2004 87 1.61 (0.91) 0.002 12 (13.8) 0.35 (0.16–0.79)
2005 64 2.09 (1.00) 20 (31.3)

p 2-tailed significance  ICMJE International Committee of Medical Journal Editors  CONSORT Consolidated
Standards of Reporting Trials

More than three-fourths of the trials (109/151; 78.8%) scored
<3 on the Jadad score; considered inadequate for reporting of
issues related to validity of methods (Table V). Adequacy of
reporting of these items was significantly better in general medical
than specialty journals but did not differ between indexed and
non-indexed journals or between journals endorsing or not
endorsing the CONSORT statement or the ICMJE requirements.
Trials published during 2004 scored significantly poorer than
those published during 2005.

Reporting of ethical issues, sources of funding and conflicts of
interest. Table VI describes reporting of ethics clearance, informed
consent, sources of funding and conflicts of interest. Ethics

approval was reported significantly more often in general medical
(50/55; 90.9%) than specialty journals (58/96; 60.4%; OR 6.55,
95% CI: 2.40–17.52; p<0.001). Reporting of ethics approval and
informed consent did not differ significantly between indexed or
non-indexed journals or journals endorsing or not endorsing the
CONSORT statement or ICMJE requirements.

Two-thirds of trial reports did not state the source of funding
and over 90% did not have declarations of conflicts of interest.
Indexed journals reported these details more often than non-
indexed journals (p<0.001), but general medical and specialty
journals, and journals endorsing or not endorsing the CONSORT
statement or ICMJE requirements did not differ.
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DISCUSSION
The CONSORT statement, developed to aid the quality of reporting
of RCTs, has been endorsed by the ICMJE and other international
editorial groups such as the World Association of Medical Editors
(WAME) and the Council of Science Editors.18 Its effectiveness,
however, would depend on the provision of clear instructions
to authors of RCTs supplemented by adherence to these
recommendations by reviewers and editors in accepting trial
reports for publication. Sufficient time has elapsed between the
initial and revised statements to assess their uptake and
implementation in Indian journals.

Editorial policy
Only one-third of Indian journals surveyed specifically required
authors to submit manuscripts prepared in accordance with the
CONSORT statement and just over half endorsed the ICMJE
requirements. About one-third (24/65) of journals provided an
appropriate citation or weblink to the ICMJE requirements, though
appropriate links and citations to the CONSORT statement were
adequate. Similar deficiencies in instructions to authors of high
impact international medical journals were reported in a survey in
2003, where only 36/167 (22%) of high impact international
medical journals referred to the CONSORT statement and 72/167
(43%) to the ICMJE requirements in their instructions to authors,
with considerable ambiguity in what was expected and
inappropriate citations.14

Adherence to CONSORT items

The quality of reporting of CONSORT items was poor with only
4 of 13 (30.8%) selected CONSORT items being reported in more
than 50% of trial reports during 2004–05. The 13 items from the
revised 22-item CONSORT checklist comprise the basic elements
that reflect transparency and completeness of a trial’s methods
that would enable reliable interpretation of the results. Interpretation
of reporting of these items was lenient; e.g. the adequacy of the
method of randomization and allocation concealment was not
judged, merely whether it was reported, and quasi-randomized
trials (4/151; 2.6%) were also included. Many other deficiencies
related to trial design and reporting were detected in addition to
those mentioned herein, e.g. inappropriate design and analysis of
cluster randomized trials, for which an extension to the CONSORT
statement exists.19

While journals indexed in Medline in 2005 were significantly
more likely than non-indexed journals to report a greater number
of CONSORT items, requirements in the instructions to authors of
journals to follow the ICMJE requirements, in general, and the
CONSORT statement, in particular, did not translate into greater
reporting of CONSORT items compared to when these instructions
referred to neither set of requirements. This implies that merely
stating these requirements in the instructions to authors (largely
occasioned by common formats in journals that were published by
the same publisher) is unlikely to improve suboptimal reporting,
unless backed by editorial policy that precludes publication of
non-compliant reports.

International journals that endorse the CONSORT statement
were more likely than those that did not to report a greater number
of CONSORT items 6,8,9 but reporting may have been enhanced by
provision of a CONSORT checklist in the instructions to authors,8

a feature of only 1 of the 65 surveyed journals in their instructions
to authors (this journal did not publish any RCT during 2004–05).

Internal validity

The items in the CONSORT checklist include those that reflect the
adequacy of reporting of important methodological issues related
to the internal validity of an RCT.13 Only 9 trials (6%) reported on
all 4 of these items. The Jadad score covers all but one of these
items (allocation concealment) which reflect the internal validity
of the trials; 79% of trial reports were considered inadequate on
the Jadad score with specialty journals lagging behind general
medical journals. The Jadad scores for publications during 2005
were significantly higher than those during 2004, suggesting that
some trialists were beginning to realize the importance of reporting
these aspects of internal validity.

The Jadad score is weighted in favour of double-blind trials
and puts open-label trials (many public health and surgical
interventions), which are more likely to appear in specialty
journals, at a disadvantage. However, adequate methods used to
conceal allocation of participants to interventions can prevent
selection bias. This is considered the single most important feature
of an unbiased RCT.13,20,21 Even in blinded trials, allocation
concealment is a prerequisite to adequate blinding. However,
allocation concealment was reported in only 24 of 151 (16%) trial
reports, with no significant difference in frequency of reporting
during 2004 and 2005.

Inadequate reporting of trial details need not necessarily mean
that the trial was poorly conducted. However, trials with inadequate
reporting of important methodological details, especially
concealment of the allocation process, have been associated with
biased outcomes and erroneous interpretation of results.10,13,20,21

Implications
Systematic reviews of good quality RCTs form the highest level
of evidence for the effects of interventions in healthcare.22 Inclusion
of trials of good quality from resource-constrained settings such
as India would help in generalizing the results of systematic
reviews to healthcare in these settings. Publishing trials of poor
quality could lead to erroneous results, if included in systematic
reviews,11 or their exclusion from such reviews with the resultant
lack of relevance of the results to local clinical practice. Recent
controversies regarding the ethical conduct of trials in India23–27

also mandate that trial reports are transparent about the ethical
safeguards employed, sources of funding and conflicts of interest.

Medical journal editors have multiple responsibilities that
include safeguarding the rights of participants, establishing policies

TABLE VI. Reporting of selected ICMJE requirements in
151 randomized controlled trials in Indian medical journals
(2004–05)

ICMJE requirements Number of trials (%)
Ethics committee clearance
Not mentioned 43 (28.5)
Institutional ethics committee 41 (27.2)
Research committee 35 (23.2)
Institutional review board 30 (19.9)
Regional ethics review boards 2 (1.2)

Informed consent
Not mentioned 48 (31.8)

Sources of funding
Not stated 112 (74.2)
Industry funded 23 (15.2)
Non-industry funded 16 (10.6)

Conflicts of interest
Not declared 140 (92.7)

ICMJE International Committee of Medical Journal Editors
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of submission, review and acceptance of manuscripts, and working
towards improving the quality of the conduct and publication of
research.28 The plethora of high-impact online international medical
journals now available has prompted debate on whether local
journals have become obsolete; however, local and regional
journals are still important as international journals do not always
have a truly international focus, nor do they provide locally
generated information on which to contextualize the evidence for
optimal healthcare.29 Improving the quality of conduct and reporting
of locally relevant research is necessary if reliable evidence is to
be generated that would enable the appropriate use of scarce
resources, especially in resource-constrained settings.

The way forward

Providing clear and specific instructions to authors with appropriate
links and citations as well as mandating submission of manuscripts
with completed CONSORT checklists; encouraging reviewers to
use the CONSORT checklist to assess manuscripts of trial reports;
and changing editorial policy to preclude publication of trials with
inadequate or suboptimal reporting of important elements, are
steps that journal editors should adopt. The reporting of ethical
safeguards and conflicts of interest is also suboptimal and editorial
policy needs to work towards improved reporting of these aspects
to address public concerns about trials conducted in India.23–27

Conclusions
This report highlights the considerable deficiencies that exist in
the reporting of RCTs in Indian medical journals. These deficiencies
exist in international journals as well but their quality of reporting
has improved considerably over the years. Authors, reviewers,
editors and institutional review boards need to work together to
improve the standards of conduct, reporting and validity of
inferences of trials published in Indian journals.
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