CONSORT 2010 Checklist – Completed Version
Title and Abstract
	Item
	Description
	Reported on page

	1a
	Identification as a randomized trial in title
	Title page

	1b
	Structured summary of trial design, methods, results, conclusions
	Abstract


Introduction
	Item
	Description
	Reported on page

	2a
	Scientific background and explanation of rationale
	Introduction

	2b
	Specific objectives or hypotheses
	Introduction


Methods
	Item
	Description
	Reported on page

	3a
	Description of trial design (parallel, 1:1 allocation)
	Methods – Study Design

	3b
	Changes to methods after trial commencement
	Not applicable

	4a
	Eligibility criteria for participants
	Methods – Study Design

	4b
	Settings and locations
	Methods – Study Design

	5
	Detailed description of interventions
	Methods – Five-Step Model

	6a
	Defined primary and secondary outcome measures
	Methods – Assessment Framework

	6b
	Changes to outcomes after trial commenced
	Not applicable

	7a
	Sample size determination
	Methods – Study Design

	8a
	Method used to generate random allocation sequence
	Methods – Study Design

	8b
	Type of randomization and allocation ratio
	Methods – Study Design

	9
	Allocation concealment mechanism
	Methods – Study Design

	10
	Implementation (who generated sequence, enrolled participants, assigned)
	Methods – Study Design

	11a
	Blinding
	Open-label educational intervention

	12a
	Statistical methods used
	Results – Statistical analysis


Results
	Item
	Description
	Reported on page

	13a
	Participant flow
	CONSORT flow diagram

	14a
	Dates defining periods of recruitment and follow-up
	Methods – Study Design

	15
	Baseline demographic and clinical characteristics
	Results – Baseline Characteristics

	16
	Number analyzed in each group
	Results

	17a
	Outcomes and estimation
	Results – Formative and Final Assessments

	19
	Harms
	No harms occurred


Discussion
	Item
	Description
	Reported on page

	20
	Limitations
	Discussion – Limitations

	21
	Generalizability
	Discussion

	22
	Interpretation
	Conclusion



