CONSORT 2010 checklist of information to include when reporting a randomised trial*

Iltem
section/Top No Checklist item
Title anc abstract
1a Identification as a randomised trial in the title |

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

Introduction
Background and Scientific background and explanation of rationale

objectives ! Specific objectives or hypotheses

Description of frial clesign (such as paraillel, factorial) including allocation ratio
Impertant changes o methods after trial commencement (such as eligibility criteria), with reasons

Eligibility criteria for participarits
Settings and Iccations where the data vsere collected
The interventicns fcr each group with sufficient details to allow replication, including how and when they we

actually administered

trial outcomes after the trial comrnenced, with reasoris
determined d %




assessing out:omes) and howv
11b  If relevant, description of the similarity of interventions
Statistical mathods  12a  Statistical methods used to compare groups for primary and seconclary outcomes
12b  Methods for aiditional analyses, such as subgroup analyses and adjusted analyses

Results
Participant flow (a 13a  For each group, the numbers of participants who were randomly assigned, reseived intended treatment, and
diagram is s‘rongly were analysec| for the primary’ outcome
recommended) 13b  For each group, losses and exclusions after “andomisation, together with reasons
Recruitment 14a  Dates defining the periods of recruitment and follow-up
14b  Why the trial e nded or was stapped
Baseline data 15 Atable showing baseline demographic and clinical characteristics for each group

Numbers analysed 16 For each group, number of piirticipants (denominator) inclucled in each analysis ard whether the analysis was
by original ass igned groups

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

17b  For binary outzomes, presentation of both atisolute and relative effect sizes is recammended
18  Results of any other analyses performed, including subgroup analyses and adjusted analyses, disting

pre-specified from exploratory :

19 Allimportant F arms or unintended effects in 12ach group (for epecific guidance see CONSORT for h

Trial limitation s, addressing s>urces of potential bias, impre;:ismn;ia !
e lity (external validity, applicabilit/) of t'h_e trial ﬂln‘dir'ngs_}m-"
sonsistent with resul cing benefit : :




