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BACKGROUND

▶ The Consolidated Standards Of Reporting Trials (CONSORT) extension 

for the Stepped-Wedge Cluster Randomised Trial (SW-CRT) is a recently 

published reporting guideline. 

▶ The SW-CRT includes several design characteristics which make it 

different from the conventional cluster trial.

▶ Assessments of the quality of reporting of SW-CRTs against the 

CONSORT statement for CRTs have demonstrated poor reporting.

▶ Understandably, there have been no assessments of the quality of 

reporting according to the new CONSORT for SW-CRTs. 
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OBJECTIVES

▶ Assess the quality of reporting of a recent sample of SW-CRTs according 

to the newly developed reporting guideline. 

• This assessment provides both a document of current reporting and will serve 

as a baseline assessment for any future study to identify any improvements over 

time. 

▶ Determine if a crowd-sourcing type review is feasible to implement and 

reliable. 

• If the crowd-sourcing methodology is reliable it has the potential to be used to 

our benefit at the current developments in cluster randomised trials and stepped 

wedge designs meeting. 
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OVERVIEW OF METHODS 

▶ Identified the most recently published SW-CRT trial reports. 

▶ Randomly allocated for quality assessment by participants who were 

attending current developments in cluster randomised trials and stepped 

wedge designs meeting, London, UK during November 2017. 

▶ We expected approximately 50 participants to attend this workshop. 

▶ To allow for independent extraction by two (with content expertise) 

reviewers per report, and to allow for the possibility of more participants 

than expected attending the workshop we sought to identify 

approximately 30 studies. 
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SCOPE OF REVIEW 

▶ Included SW-CRTs:

• Minimum of 3 sequences of allocations to periods spent in the control condition 
followed by periods in the intervention condition. 

• Two treatment conditions. 

• Cluster randomisation. 

▶ Publication types:

• Primary reports of SW-CRTs, i.e., protocols and reports of secondary analyses of a 
previously reported trial were excluded. 

• Open access or viewable from either the University of Birmingham or University of 
Ottawa libraries. 

• Published in English. 
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SEARCH PROCESS

▶ Objective was to identify the 30 most recently published SW-CRTs up to 
November 2017. 

▶ We identified eligible studies in PubMed using a previously published 
search strategy [Martin 2016] run on the 21st November 2017. 

▶ We identified and ordered studies by date listed in Medline. 

▶ To allow for exclusion of ineligible studies, titles and abstracts of the first 
50 studies were screened in duplicate and independently by KH and MT 
and discussed to obtain a consensus on eligibility. 

▶ Full copies of the reports were then obtained and assessed against the 
inclusion criteria, again in duplicate, identifying the required 30 full study 
reports.  
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CONSENT PROCESS 

▶ All registered delegates invited by email to participate in the review. 

▶ Participants were informed that attending the workshop would require 

undertaking a small amount of work in advance and during the event, with 

an invitation to contribute to the resulting manuscript as a group author. 

▶ Anyone not wishing to participate was invited to opt out.

▶ Participants were also informed that data on inter-rater reliability as well 

as the quality of reporting would be evaluated (anonymously). 
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DATA ABSTRACTION PROCESS 

▶ Participants not opting out were randomly allocated to one of the selected 
studies using computer-generated numbers, so that two participants were 
allocated to each study. 

▶ One week in advance of the meeting, a full PDF copy of their allocated study 
was e-mailed to participants, along with a simple quality assessment tool. 

▶ Participants were asked to independently assess their allocated study using this 
quality assessment tool. 

▶ Participants were kept blind to the other allocated assessor of the same report 
until the morning of the workshop. 

▶ After a 30 minute summary of the background to the project, the two participants 
assigned to each report met over a 30 minute period, discussed their 
discrepancies and reached a consensus.

▶ Data were therefore abstracted independently and in duplicate. 
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DATA ABSTRACTED 

▶ Participants were asked to assess the quality of reporting for each of the 

26 items according to a four-point scale:

• Clearly reported in full / clearly but partially reported / unclearly reported / not 

reported. 

• Feedback after the independent assessment resulted in a change to a five-point 

scale with the addition of “not applicable” for the joint assessment. 

▶ The data were entered into an Excel database by one person (KH). 
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STATISTICAL ANALYSIS

▶ The inter-rater reliability:

• Percentage agreement (within item across pairs) and the Gwet A1 statistic using 

the kappaetc command in Stata 14. 

• Using the four-point scale and by dichotomising the four-point scale into a two-

point scale( clearly reported versus not clearly reported). 

▶ The joint assessment of the quality of reporting for all 26 items:

• Average number of items clearly or fully reported.
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Records identified through 
database searching:

(n = 437)
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Additional records identified 
through other sources:

(n = 0)

Records after duplicates removed:
(n = 437)

Records screened by date 
order:

(n = 50)

Records excluded:
(n =22; incl. 7 not randomised; 7 

protocols; 3 individually 
randomised; 2 not accessible; 1 

methods and 2 secondary analysis )

Full-text articles assessed 
for eligibility:

(n =28)

Full-text articles excluded: 
(n = 1 secondary analyses and 1 

individually randomised)

Studies included in the 
invitation to participate:

(n = 26)

Studies included in the 
independent and joint 

quality assessment:
(n = 25)

Full-text articles excluded by 
abstractors: 

(n = 1 individually randomised)
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FLOW OF PARTICIPANTS
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Participants invited to participate 
as reviewers: 

(n = 50) 
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Participants invited to participate 
as reserves: 

(n = 3) 

Participants attending the 
workshop as reviewers: 

(n = 47) 

Participants dropping out: 
Before the day: n = 1 

Duplicate registration: n = 1 
Not attending on day: n = 2 

Independent assessments 
returned (blinded): 

(n = 45) 

Independent assessments 
missing: 

(n= 3: including 1 reserve) 

Joint assessments 
returned: 
(n = 25) 

Joint assessments not 
returned:  

(n = 0) 

Waiting list invitation: 
(n = 1) 

Participants attending workshop as 
reserves: 

(n = 3) 

Independent assessments 
returned (un-blinded): 

(n = 2) 

Participants registering for 
workshop: 

(n = 53) 



RESULTS: RELIABILITY
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RESULTS: JOINT ASSESSMENT OF REPORTING 
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CONCLUSIONS: REPORTING OF SW-CRTS 

▶ To improve quality of reporting, authors of SW-CRTs should carefully 

ensure reporting of all the minimal items as described in the CONSORT 

extension for SW-CRTs. 

▶ Particular attention should be given to ensure clear reporting on:

• The exact format of the design with justification;

• How the clusters and individuals were identified for inclusion in the study,

• Whether this was done before or after randomisation of the clusters — both of 

which are crucial to the assessment of risks of bias. 
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CONCLUSIONS: THE FEASIBILITY OF USING CROWD-SOURCING

▶ Feasible and rated by last years participants as the best session at the 

meeting. 

▶ Agreement between reviewers was low for some items.

▶ Possible explanations:

• Wording in extension statement might be not so clear or irrelevant item (i.e. why 

the trial stopped)?

• More training for consistency in reviewing or simply difficult to assess (i.e. 

“interpretation”)?

• Or, inconsistency in reviewing common place just not so often assessed?
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LIMITATIONS

▶ Convenience sample vs random 

sample of a well defined cohort 

(i.e. one calendar year)?

▶ Abstract screen was probably 

specific but lacked sensitivity:

• For example, missed anything that 

was self defined as a wait list 

design.

▶ Small sample size (limited to 25 

studies). 

▶ Basic implementation.

17https://rayyan.qcri.org/
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DISCUSSION

▶ Was the ethical oversight and consent process sufficient?

▶ What should we call the group authorship?

▶ Should we continue to use this approach in future meetings?

• How to prioritise topics?

▶ Can the methodology be improved?

• Assessment of reliability of joint assessment?
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THE GOOD NEWS…

▶ Tentatively accepted by JCE (Journal of Clinical Epidemiology)
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