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"I recently met a physician from southern Africa,
whose primary access to information were abstracts
posted on the Internet. Based on a single abstract,
they altered their perinatal HIV prevention program
from an effective therapy to one with lesser efficacy.
Had they read the full article they would have
realized the study results were based on short-term
follow-up, a small pivotal group, incomplete data,
and unlikely to be applicable to their country
situation. Their decision to alter treatment based
solely on the abstract may have resulted in increased
perinatal HIV transmission.”

Arthur Amman, President of Global Strategies for HIV
Prevention 2006

PLoS Med 2006:3:e252.
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Importance of journal and conference
abstracts

e Well-written journal and conference abstracts
reporting randomized trials are important:

— readers often base their initial assessment
of a trial based on information reported in
an abstract.

e They may then use this information to decide
whether or not to seek more information
about a trial.
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Importance of journal and conference
abstracts

e In some parts of the world, health
practitioners often have access to the
abstracts only,

— s0 healthcare decisions are made on the
basis of the abstract.

e Where results are reported only as a
conference abstract,

— this may provide the only permanent
information about the trial and its results
which is accessible to most readers.
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Incomplete and inaccurate reporting

e There are concerns over the reliability and
quality of trials reported in abstracts,
including:

- lack of information about the trial, in
particular details of the trial methods
and its results.

— accuracy of information reported in
abstracts compared with the full article.
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Helping to overcome problems of
poor reporting

e CONSORT for Abstracts aims to provide a
list of essential items to include when
reporting the main results of a randomized
trial in a journal or conference abstract.

e We used a modified Delphi process to
generate list of potential checklist items.

e A consensus meeting was held in January
2007, involving 26 editors, methodologists
and trialists, to discuss and agree the final
checklist.
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CONSORT for reporting randomised trials in journal and

conference abstracts

Inzood, ArthurAmman, President of Global Strategies for
HI Prevention, made a disquicting remark: *| recerthy
met a physician from southem Africa, engaged in
perinatal HIV prevention, whose primary access to
infrration was abstracts posted on the intemet. Based
on asingk abstract, they had altered their perinatal HIV
prevention program from an effective therapy to one
with lesser efficany. Had they read the full test articl they
would have undoubtedly malized that the study resuls
were besed on short-term follow-up, a small phatal
groap, incomplete data, and vnlikely to be applicable to
their country situation. Their decision to alter treatment
hzsed solely on the abstract's condusions may have
resulted inincressed perinatal HIV transmission.™

For clinkal trials, clear, transparent, and sufficienthy
detalled abstracts of joumnal articks and conference
abstracts are important because raders often base their
assessment of atrial on such information. Some vse an
abstract to decide whether to seek more information
about a trial. However, in some parts of the waorld,
health professionals often have access tothe abstracts
only, so health-care decisions ar made on the basis of
abstracts of randomisad triak* When a trial i reported
at a conference, the abstract might provide the anly
permanent information accessible to mast readers.?

The COMSORT Statement, first published in 1996
and updated in 2001,* provides recommendations for
reporting randomissd trials in health-care joumak
and elewhere, COMSCRT has been endorsed by the
World Assceiation of Medical Editors, the Intematianal
Committes of Medical Joumal Editors (OM)E), and the
Courcil of Science Editors. Curently, the CONSORT
Staternent provides limited gquidance about preparing
abstracts and, while it encourages the use of a st tured
format, this is not a fermal requirement. The ICM)E
Unifarm Requirements* also provide limited quidance
onthe format of abst racts for journal articles.

We believe that jourmals and conference organisers
should  provide  spedific  irstructions  about  the
key elements of a trial that authors should report,
within the space limitations of an abstract (typically,
250-300 wiords). Dur preliminary work shows that all
the chescklist ters can be fitted within such wiord limits.

et a study that examined 35 journals’ instructions for
authars found that cnly 4% of the test was devoted to
thecontent or format of the abst ract.* When key details
about atrial are lacking, it isdifficult to assess the validity
af the results and their applicability.

In collaboration with members of the CONSORT Grup,
we have extended the current COMNSORT Statement
to develop a checklist of essential itams which authors
shoul include when reporting the main results of a
randomised trial in a joumal or conference abstract. We
recognise that rmany joumals have developad theirawn
structure for reporting abs tracts. Our intention is not to
suggest changes to these formats, but o recommend
what i nfarrnation should be rported within themwhen
ceszribing randomised trials.

In developing this checklist we generated a list of
iterns from existing tools for quality assessment and
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CONSORT for Reporting Randomized Controlled
Trials in Journal and Conference Abstracts:
Explanation and Elaboration
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Background

Clear, transparent, and sufficiently detailed abstracts of conferences and journal articles
related to randomized controlled trials (RCTs) are impaortant, because readers often base their
assessment of a trial solely on information in the abstract. Here, we extend the CONSORT
Consolidated Standards of Reporting Triaks) Statement to develop a minimum list of essential
items, which authors should consider when reporting the results of a RCT in any journal aor
conference abstract.

Methods and Findings

W= generated a list of items from existing quality assessment tools and empirical evidence. A
three-round, modified-Dalphi process was used to sdec items. In all, 109 participants were
invited to participate in an electronic survey; the response rate was 61%. Survey results were
presented at a meeting of the OONSORT Group in Montebello, Canada, January 2007, involving
26 participants, including clinical trialists, statisticians, epidemiclogists, and biom edical editors.
Checklist items were discussed for eligibility into the final checklist. The checklist was then
revizad to ensure that it reflected discussions held during and subsaquent to the meeting.
CONSORT for Abstracts recommends that abstracts relating to RCTs have a structured format.
tems should include details of trial objectives; trial design fe.g., method of allocation, blinding,
masking); trial participants {le, description, numbers randomized, and mumber analyzed)
interventions intended for sach randomized group and their impact an primary efficacy
outcomes and hamms; trial conclesions; trial registration mname and number; and source of
funding. We recommend the checklist be usad in conjunction with this explanatory document,
which includes examples of good reparting, rationale, and evidence, when available, for the
inclusion of each item.

Conclusions

COMSORT for Abstracts aims to improve reporting of abstracts of RCTs published in journal
articles and confersnce proceedings. It will help authors of abstracts of these triak provide the
detail and clarity neaded by readers wishing to assess a trial's validity and the applicability of its
results.

CONSORT for Abstracts:
PLoS Med and Lancet,
January 2008
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International Committee of Medical Journal Editors

Uniform Requirements for
Manuscripts Submitted to
Biomedical Journals: Writing
and Editing for Biomedical
Publication

Updated October 2008

“"Articles on clinical trials should contain
abstracts that include the items that the
CONSORT group has identified as
essential.”




RESEARCH METHODS
& REPORTING

CONSORT 2010 Explanation and Elaboration: updated
guidelines for reporting parallel group randomised trials

David Moher," Sally Hopewell ? Kenneth F Schulz,® Victor Montori ®* Peter C Getzsche ” P ) Devereaux.® Diana
Elbourne,” Matthias Egger,® Douglas G Altman?

Table 1| CONSORT 2010 checklist of information to include when reporting a randomised trial*
Section/Topic ltemNo  Checklistitem
Title and abstract

mised trial in the title

Structured summary of trial design, methods, results, and conclusions (for specific guidance see CONSORT for
abstracts*s )

Introduction
Background and objectives 2a Scientific background and explanation of rationale
2b Specific objectives or hypotheses
Methods
Triaidesign 3a Description of triat design (such as paraliel, factorial) including allocation ratio
3b Important changes to methods after trial commencemeant (such as eligibility criteria), with reasons
Participants 43 Eligibility criteria for participants
&b Settings and locationswhere the data were collected
Interventions 5 The interventions for each group with sufficient details to allow replication, inciuding how and when theywere actually
administered
Outcomes éa Completely defined pre-specified primary and secondary outcome measures, including how and when theywere
assessed




ltem

Description

Title
Authors™
Trial design

Methods
Participants

Interventions
Objective
Qutcome

Randomisation

Identification of the study as randomised
Contact details for the corresponding author

Description of the trial design (eg, parallel, cluster,
non-inferiority)

Eligibility criteria for participants and the settings
where the data were collected

Interventions intended for each group
Specific objective or hypothesis
(Clearly defined primary outcome for this report

How participants were allocated to interventions

Blinding Whether or not participants, care givers, and those
(masking) assessing the outcomes were blinded to group
assignment
Results
Numbers Number of participants randomised to each group
randomised
Recruitment Trial status
Numbers Number of participants analysed in each group
analysed
Outcome For the primary outcome, a result for each group and
the estimated effect size and its precision
Harms Important adverse events or side-effects
Conclusions General interpretation of the results
Trial registration  Registration number and name of trial register
Funding Source of funding
*For conference abstracts.

Table: items to include when reporting randomised trials in journal or
conference abstracts’

CONSORT for
Abstracts
checklist




Title
Authors™

Trial design

Methods
Participants

Interventions
Objective
Qutcome

Randomisation

Identification of the study as randomised

Contact details for the corresponding author

Description of the trial design (eg, paralle], cluster,
non-inferi

Eligibility criteria for participants and the settings
where the data were collected

Interventions intended for each group
Specific objective or hypothesis
Clearly defined primary outcome for this report

How participants were allocated to interventions

Blinding Whether or not participants, care givers, and those
(masking) assessing the outcomes were blinded to group
assignment
Results
Numbers Number of participants randomised to each group
randomised
Recruitment Trial status
Numbers Number of participants analysed in each group
analysed
Outcome For the primary outcome, a result for each group and
the estimated effect size and its precision
Harms Important adverse events or side-effects
Conclusions General interpretation of the results
Trial registration  Registration number and name of trial register
Funding Source of funding
*For conference abstracts.

Table: items to include when reporting randomised trials in journal or
conference abstracts’
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ltem Description

Title Identification of the study as randomised
Authors™ Contact details for the corresponding author
Trial design '

Methods
Participants

Interventions
Objective
Qutcome

Randomisation

ption of the trial design (eg, parallel, cluster,

.
aleis fusielain

Eligibility criteria for participants and the settings
where the data were collected

Interventions intended for each group

Specific objective or hypothesis

Clearly defined primary outcome for this report

How participants were allocated to interventions

Blinding Whether or not participants, care givers, and those
(masking) assessing the outcomes were blinded to group
assignment
Results
Numbers Number of participants randomised to each group
randomised
Recruitment Trial status
Numbers Number of participants analysed in each group
analysed
Outcome For the primary outcome, a result for each group and
the estimated effect size and its precision
Harms Important adverse events or side-effects
Conclusions General interpretation of the results
Trial registration  Registration number and name of trial register
Funding Source of funding
*For conference abstracts.

Table: items to include when reporting randomised trials in journal or
conference abstracts’
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ltem

Description

Title
Authors™
Trial design

Methods
Participants

Interventions
Objective
Qutcome

Randomisation

Blinding
(masking)

Conclusions

Identification of the study as randomised
Contact details for the corresponding author

Description of the trial design (eg, parallel, cluster,
non-inferiority)

Eligibility criteria for participants and the settings
where the data were collected

Interventions intended for each group

Specific objective or hypothesis

Clearly defined primary outcome for this report
How participants were allocated to interventions

Whether or not participants, care givers, and those
assessing the outcomes were blinded to group
assignment

Number of participants randomised to each group

Trial status

Number of participants analysed in each group

For the primary outcome, a result for each group and
the estimated effect size and its precision
Important adverse events or side-effects

General interpretation of the results

Trial registration  Registration number and name of trial register
Funding Source of funding
*For conference abstracts.

Table: items to include when reporting randomised trials in journal or
conference abstracts’




ltem

Description

Title
Authors™
Trial design

Methods
Participants

Interventions
Objective
Qutcome

Randomisation

Blinding
(masking)

Results

Numbers
randomised

Recruitment

Conclusions
Trial registration

Funding

*For conference abstracts.

Identification of the study as randomised
Contact details for the corresponding author

Description of the trial design (eg, parallel, cluster,
non-inferiority)

Eligibility criteria for participants and the settings
where the data were collected

Interventions intended for each group

Specific objective or hypothesis

Clearly defined primary outcome for this report
How participants were allocated to interventions

Whether or not participants, care givers, and those
assessing the outcomes were blinded to group
assignment

Number of participants randomised to each group

Trial status
Number of participants analysed in each group

For the primary outcome, a result for each group and
the estimated effect size and its precision

rtant adverse events or side-effects
General interpretation of the results
Registration number and name of trial register
Source of funding

Impo

Table: Items to include when reporting randomised trials in journal or
conference abstracts’




-

A typical abstract




Effectiveness of early switch from intravenous to oral antibiotics in

severe community acquired pneumonia: multicentre randomised

BEFORE

trial  BMJ 2006;333(7580):1193.

Objectives To compare the effectiveness of an early switch to oral
antibiotics with the standard 7 day course of intravenous antibiotics in
severe community acquired pneumonia.

Design Multicentre randomised controlled trial.

Setting Five teaching hospitals and 2 university medical centres in the
Netherlands.

Participants 302 patients in non-intensive care wards with severe
community acquired pneumonia. 265 patients fulfilled the study
requirements.

Intervention Three days of treatment with intravenous antibiotics followed,
when clinically stable, by oral antibiotics or by 7 days of intravenous
antibiotics.

Main outcome measures Clinical cure and length of hospital stay.

Results 302 patients were randomised (mean age 69.5 (standard deviation
14.0), mean pneumonia severity score 112.7 (26.0)). 37 patients were
excluded from analysis because of early dropout before day 3, leaving 265
patients for intention to treat analysis. Mortality at day 28 was 4% in the
intervention group and 6% in the control group (mean difference 2%, 95%
confidence interval 3% to 8%). Clinical cure was 83% in the intervention
group and 85% in the control group (2%, 7% to 10%). Duration of
intravenous treatment and length of hospital stay were reduced in the
intervention group, with mean differences of 3.4 days (3.6 (1.5) v 7.0 (2.0)
days; 2.8to 3.9) and 1.9 days (9.6 (5.0) v 11.5 (4.9) days; 0.6 to 3.2),
respectively.

Conclusions Early switch from intravenous to oral antibiotics in patients
with severe community acquired pneumonia is safe and decreases length
of hospital stay by 2 days.

Trial registration Clinical Trials NCT00273676.

Item

Reported

Title

.\l

Trial design

Methods

Participants

Intervention

Objective

Outcomes

2] 2] <] <]

Randomization

Blinding

Results

Number randomized

Recruitment

Number analysed

Outcome

Harms

Conclusions

Trial registration

Funding

Word count: 248




Effectiveness of early switch from intravenous to oral antibiotics in

severe community acquired pneumonia: multicentre randomised

AFTER

trial  BM3 2006:333(7580):1193.
Objectives Effectiveness of early switch to oral antibiotics compared with
standard 7 day course of intravenous antibiotics in severe community
acquired pneumonia.

Design Multicentre parallel randomised controlled open label trial. A central
randomisation centre used computer generated tables to allocate
treatments.

Setting Five teaching hospitals and 2 university medical centres in the
Netherlands.

Participants 302 patients in non-intensive care wards with severe
community acquired pneumonia. 265 patients fulfilled the study
requirements.

Intervention Three days of treatment with intravenous antibiotics followed,
when clinically stable, by oral antibiotics or by 7 days of intravenous
antibiotics. Follow-up 28 days.

Main outcome measures Clinical cure and length of hospital stay.

Results 302 patients (early switch=152; standard care=150) were
randomised (mean age 69.5 (standard deviation 14.0), mean pneumonia
severity score 112.7 (26.0)). 37 patients were excluded from analysis
because of early dropout before day 3, leaving 265 (n=132; n=133) patients
for intention to treat analysis. Clinical cure was 83% in the intervention
group and 85% in the control group (2%, 7% to 10%). Duration of
intravenous treatment and length of hospital stay were reduced in the
intervention group, with mean differences of 3.4 days (3.6 (1.5) v 7.0 (2.0)
days; 2.8to 3.9) and 1.9 days (9.6 (5.0) v 11.5 (4.9) days; 0.6 to 3.2),
respectively.

Conclusions Early switch from intravenous to oral antibiotics in patients
with severe community acquired pneumonia is safe and decreases length
of hospital stay by 2 days. Mobility and other side effects were comparable
across groups.

Trial registration Clinical Trials NCT00273676.

Funding: Dutch Health Insurance Council, OG 99-64.

Iltem

Reported

Title

\l

Trial design

\/

Methods

Participants

Intervention

Objective

Outcomes

Randomization

Blinding
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Results

Number randomized

Recruitment

Number analysed

Outcome

Harms

Conclusions

Trial registration

Funding
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COMPARISON

Objectives Effectiveness of parly gwiching to oral antioiotics compared withthe standard 7 day cowrseof .. --1 Deleted: To compare the
intravenous antibictics in severe community acquired pneumonia. "o | effectiveness

Design Multicerdre parallel randomised cortralled open label, trisl. A central randomization certre uzed computer .
generated tables to allocate trestments. Setting Five teachi tals 3 iversty medical centres in the Z{DEIEtEd:a”

Netherlands, [ Deleted: switch

Participants 302 patientz in non-intensive care wardz with severe community acquired pneumania. 265 patients
fulfiled the study requirements.

Intervention Three days of trestment with intravenous antibictics follovwed, when clinically stable, by aral
antibiatics or by ¥ davs of intravenous antibictics. Follovw-up 25 days.

Main outcome measures Clinical cure and length of hospital stay.

Results 302 patients (early switch n=122 standard care n=1507 were randomized (mean age 69.5 (standard
deviztion 14.0), mean pneumonia severity score 1127 (26.00). 37 patients were excluded from analysis because of

eatly dropout before day 3 leaving 265 patients (n=132 n=133) for irtention to trest analysis. Clinical cure was --{ Deleted: Mortalty at day 25
53% intheintervention group and 85% in the control group (2%, 7% ta 10%). Duration of intravenous treatment wess 4% in the intervertion
and length of hozpital stay were reduced in the intervertion group, with mean differences of 34 days (36015 v group and 6% in the contral
FO020) days 28 t03 N and 1. 9days (96 (500 v11.5 (4 D days, 0.610 3.2), respectively. Adverse events were group (mean difference 2%,
comparable across groups. 95% corfidence interval 3% to
Conclusions Early switch from intravenaus to oral antibictics in patients with severe community acouired .E%].

pneumaonis is zafe and decreases lendgth of haspital stay by 2 days.

Trial registration Clinical Trials NCTO027367H
Funding;, Dutch Health Insurance Council, GG 93-64




Does active implementation of
CONSORT for Abstracts guidelines
improve reporting of abstracts of
randomized trials: an interrupted
time-series analysis

Sally Hopewell, Philippe Ravaud, Gabriel
Baron and Isabelle Boutron
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Focused on poorly reported items in 2006

e Trial design (20%)

e Sequence generation (0%)

e Allocation concealment (0%)

e Who was blinded (6%)

e Number participants randomized in each group (43%)
e Number of participants analysed in each group (19%)

e Primary outcome - result for each group and effect
size (43%)

e Harms (35%)
e Funding source (0%)
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Mean number of items reported per abstract
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Instructions to Authors’ with a policy to
Implement the guidelines (Annals and Lancet)
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Mean namber of items reposted per abstract
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Instructions to Authors’ only (BMJ)
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What about CONSORT for Abstracts
extensions for other study designs?

Cluster randomized trials
Non-inferiority and equivalence trials

PRISMA for Abstracts extension
STROBE for Abstracts extension




Implementation

Trialists should use of CONSORT for
Abstracts when writing for publication.

Journals should endorse the guidance by:
— modifying their 'Instructions to Authors’.
- making it a requirement of publication.

e In the case of conference abstracts:

e require trialists to submit abstracts
according to these recommendations.

e Improving the reporting of randomized trials
will enable readers to use abstracts more
effectively and assess the validity of the
research more effectively.
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For more information see:

WWwWWw.consort-statement.org




