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Introduction
Background 2 ¢ Scientific background and explanation of rationale P3/L71-101 background/1-2
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Methods
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o Activities to increase compliance or adherence (e.g., incentives)
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prodedure/1-2

Lizrvury wiu Survily uo

Objectives 5 Specific objectives and hypotheses P5-6/L168-177 sessments/1
Outcomes 6 Clearly defined primary and secondary outcome measures P5-6/L168-177 5685525{571“ vy ue
Methods used to collect data and any methods used to enhance the quality of measurements P5-6/L168-177 sessments/1
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Results
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Figure

o Enroliment: the numbers of participants screened for eligibility, found to be eligible or not eligible, declined to
be enrolled, and enrolled in the study
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o Assignment: the numbers of participants assigned to a study condition

P7/1L205-207
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o Allocation and intervention exposure: the number of participants assigned to each study condition and the
number of participants who received each intervention
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o Follow-up: the number of participants who completed the follow- up or did not complete the follow-up (i.e., lost
to follow-up), by study condition
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o Analysis: the number of participants included in or excluded from the main analysis, by study condition
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Description of protocol deviations from study as planned, along with reasons
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Recruitment 13 Dates defining the periods of recruitment and follow-up P7/L205 stics/1

Baseline Data 14 Baseline demographic and clinical characteristics of participants in each study condition P7/1205-213 stics/1
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Bas.elme 15 Data on study group equivalence at baseline and statistical methods used to control for baseline differences P7/L205-213 nd clinical characteri
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Numbers analyzed | 16 Numbe-.r of participants (der.10m|nat0r) included in each analysis for eac‘:h study condition, particularly Yvhen the P7/L217,P7/L230 Effecacy/1,Safety/1
denominators change for different outcomes; statement of the results in absolute numbers when feasible
Indication of Yvhether the analysis strategy was “intention to treat” or, if not, description of how non-compliers P7/L217,P7/1230 Effecacy/1,Safety/1
were treated in the analyses

Outcomes and 17 For each primary and secondary outcome, a summary of results for each estimation study condition, and the P7/215-240 Effecacy/1,Safety/1-2

estimation estimated effect size and a confidence interval to indicate the precision
Inclusion of null and negative findings P7/1L222-223,L235 Effecacy/1,Safety/1
Inclu3|on.of results from testing pre-specified causal pathways through which the intervention was intended to Not applicable Not applicable
operate, if any

Ancillary analyses 18 Sumr.rllary of other analyses performed, including subgroup or restricted analyses, indicating which are pre- P7/1224-226,P8/237-240 | Effecacy/1, Safety/1-2
specified or exploratory

Adverse events 19 Summary of all important adverse events or unintended effects in each study condition (including summary

measures, effect size estimates, and confidence intervals)
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Safety/1-2
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DISCUSSION

Interpretation 20 Interpretation of the results, taking into account study hypotheses, sources of potential bias, imprecision of Pgig/ L267-270,P10/L307 Discussion/3. 8
measures, multiplicative analyses, and other limitations or weaknesses of the study ’
Discussion of results .taklng into .account the mec.hanlsm by which the intervention was intended to work (causal PO/L278-222 Discussion/3
pathways) or alternative mechanisms or explanations
Discussion of the success of and barriers to implementing the intervention, fidelity of implementation P8-9/1267-274,P9/L284~ | Discussion/3,4
Discussion of research, programmatic, or policy implications P10/L307-312 Discussion/3,8

Generalizability 21 Generalizability (external validity) of the trial findings, taking into account the study population, the characteristics | P9-10/302-306 Discussion/7
of the intervention, length of follow-up, incentives, compliance rates, specific sites/settings involved in the study,
and other contextual issues

Overall Evidence 22 General interpretation of the results in the context of current evidence and current theory P8/269-282 Discussion/3
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