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Chec klist item

Identification &5 a randomised trial in the titke
Structured s ummary of frial design, methods, resuls , and conclusions o spediic guidencs see COMSORT for steimcs)

Scientific badeground and explanation of raticnale
Specific objectives or hypotheses

Description of trial design {such as parallel, factorial) including allecstion ratio

Important changes to methods after trial commencement [such as eligibility oriteria), with reasons

Eligikility oriteria for participants

Settings and locations where the dats were collected

The intervertions for each group with sufficient detsik to allow replication, including how and when they were
actuslly adminitered

Completely defined pre-specified primary and secondary cutcome measures, including how and when they
wefe assessed

Any changes to trial cutcomes sfter the trial commenced, with reasons

How s ample s ze was determined

‘When applicable, explanation of any interim analyses and stopping guidelines

Method used to generate the random allocation sequence

Type of rendomis ation; detaik of any restriction (such as blocking and blodk size)

Mechanism wsed to implement the random allocation sequence (such as sequentially numbered containers),
desoribing any steps tsken o conceal the s equence until interventions were sss igned

'Wheo generated the randem allccation sequence, who enrclled participants, and who assigned participants to
interventicns

If done, who was blinded afier assignment to interventions (for example participants, care providers, those
assessing cutcomes) and how

If relevant, des aiption of the similarity of interventions

Statistical methods used to compare groups for primary and secondary outcomes
Methods for sdditional analyses, such as s ubgroup analys es and adjusted analysss

For each group, the numbers of participants who were randomly assigned, received intended treatment, and
were analysed for the primary cutcome

For each group, losses and exclsions after randomisation, together with ressons

Dates defining the periods of recruitment and follow-up

Why the trial ended or was stopped

A table showing baseline demographic and clinical characteristics for 2ach group

For each group, number of participants (denominator) included in each analysie and whether the analysis was
by original assigned groups

For each primary and secondary outcome, results for each group, and the estimated effects ze and its
precs ion (such as 85% confidence interval)

For binary cutcomes, presentation of both abs olute and relstive effect sizes & recommended

Results of any other analyses performed, including subgroup analyses and adjusted analyses, dis inguishing
pre-s pecified from exploratory

All impertant harms or unintended effects in each group (for spediic guidsnos see CONSORT far hanrms)

Trial limitations , addressing s curces of potential bias, imprecsion, and, f relevant, multiplicity of analyses
Generalis ability {edernsal validity, applicability) of the trial findings
Inter pretation consis tent with results, balancing benefits and harms, and considering other relevant evidence

Registration number and name of trial registry
‘Where the full trial protocol can be acoessed, if available
Sowces of funding and octher support (s uch 8s supply of drugs), role of funders
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*We srongly recommend reading this stzement in comjuncion with the CONI0RT 2010 Explams tion 2ad Elshoration fior importent clasifications on 2l the {em s Frelvant weako
recommend reading COMBORT exiensions for cluskr randomized rizls non-inferiority 2nd squivalence rils, nonphanmacologice] e atn entz, herbal interventfions, 2nd prazmatic rils
Additionz] extenzions 202 for fcoming: for those and for up 1o date references relevant to iz chectlist, see www consort-gatement of

Supplementary Figure S1. CONSORT 2010 checklist of information to include when reporting a

randomized trial.



