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Methods
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Participants 4a  Eligibility criteria for participants Supp 2
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actually administered 11, supp 3
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6b  Any changes to trial outcomes after the trial commenced, with reasons N/a
Sample size 7a  How sample size was determined 13

7b  When applicable, explanation of any interim analyses and stopping guidelines N/a
Randomisation:
Sequence 8a Method used to generate the random allocation sequence Supp 3
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describing any steps taken to conceal the sequence until interventions were assigned
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interventions

If done, who was blinded after assignment to interventions (for example, participants, care providers, those
assessing outcomes) and how
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precision (such as 95% confidence interval)

For binary outcomes, presentation of both absolute and relative effect sizes is recommended
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Registration
Protocol

Funding
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Interpretation consistent with results, balancing benefits and harms, and considering other relevant evidence
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*We strongly recommend reading this statement in conjunction with the CONSORT 2010 Explanation and Elaboration for important clarifications on all the items. If relevant, we also

recommend reading CONSORT extensions for cluster randomised trials, non-inferiority and equivalence trials, non-pharmacological treatments, herbal interventions, and pragmatic trials.

Additional extensions are forthcoming: for those and for up to date references relevant to this checklist, see www.consort-statement.org.
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