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CONSORT-SPI Checklist

Introduction: Background and objectives

Standard CONSORT Extension for CONSORT-SPI

Description

If pre-specified, how the intervention

. . §
2b Specific objectives or hypotheses was hypothesised to wotk

== CONSORT

L7 P TRANSPARENT REPORTING of TRIALS

http:/ /tinyurl.com/CONSORT-study



CONSORT-SPI Checklist

Methods: Trial Design

SRR EONSORE Extension for CONSORT-SPI
Description
Description of trial design If the unit of random assignment is not
3a  (such as parallel, factorial) the individual, please refer to CONSORT
including allocation ratio 3 for Cluster Randomised Trials

== CONSORT

L7 P TRANSPARENT REPORTING of TRIALS

http:/ /tinyurl.com/CONSORT-study



CONSORT-SPI Checklist

Methods: Participants

Standard CONSORT
Description

Extension for CONSORT-SPI

When applicable, eligibility criteria for

Elioihil .
gibility criteria for settings and those delivering the

421 .. §
part1c1pants

interventions

== CONSORT

L7 P TRANSPARENT REPORTING of TRIALS

http:/ /tinyurl.com/CONSORT-study



CONSORT-SPI Checklist

Methods: Interventions

ST oxiel (COINSONEL Extension for CONSORT-SPI
Description

5 The interventions for each group
with sufficient details to allow
replication, including how and when
they were actually administered 3

Extent to which interventions were
delivered and taken up as planned,
including what they actually involved

*Where other informational materials
about delivering the intervention can
be accessed

When applicable, how intervention
providers were assigned to each group

*Indicates item might move to another section

== CONSORT
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CONSORT-SPI Checklist

Methods: Analytical Methods

Sz vl (COINOLAL Extension for CONSORT-SPI
Description

How missing data were handled (e.g,,
complete case analysis, simple imputation,
multiple imputation), with details of any
imputation method

Statistical methods used to
12a  compare groups for primary and
secondary outcomes 3

[
http:/ /tinyurl.com/CONSORT-study = EONSOERT




CONSORT-SPI Checklist

Results: Participant Flow

Standard CONSORT Description | Extension for CONSORT-SPI

For each group, the numbers Where possible, the number
randomly assigned, recetved intended approached, screened, and eligible

13a : . :
treatment, and analysed for the prior to random assignment, with

primary outcome 3 reasons for dropout

== CONSORT

L7 P TRANSPARENT REPORTING of TRIALS

http:/ /tinyurl.com/CONSORT-study



CONSORT-SPI Checklist

Results: Baseline data and numbers

Standard CONSORT Description | Extension for CONSORT-SPI

A table showing baseline Including socioeconomic variables
15 iy § .
characteristics for each group where applicable

== CONSORT

L7 P TRANSPARENT REPORTING of TRIALS

http:/ /tinyurl.com/CONSORT-study



CONSORT-SPI Checklist

Results: Outcomes and estimation

L Extension for
Standard CONSORT Description CONSORT-SPI

For each primary and secondary outcome, results for
17a  each group, and the estimated effect size and its
precision (such as 95% confidence interval) S

*Indicate availability
of trial data

== CONSORT

L7 P TRANSPARENT REPORTING of TRIALS

http:/ /tinyurl.com/CONSORT-study



CONSORT-SPI Checklist

Important Information

Standard CONSORT Description | Extension for CONSORT-SPI

Sources of funding and other Declaration of any other potential

25 .
support, role of funders interests

== CONSORT

L7 P TRANSPARENT REPORTING of TRIALS

http:/ /tinyurl.com/CONSORT-study



CONSORT-SPI Checklist

Stakeholder Involvement

Sz vl (COINOLAL Extension for CONSORT-SPI
Description

N *Any involvement of the intervention developer in
ew

Ttem the design, conduct, analysis, and reporting of the

trial

*Other stakeholder involvement in trial design,
conduct, and/or analyses

*Incentives offered as part of the trial

== CONSORT

L7 P TRANSPARENT REPORTING of TRIALS
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Discussion

https://www.spi.ox.ac.uk/research/site/consort-spi/home.html



