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Mechanism used to implement the random allocation sequence (such as sequentially numbered
containers), describing any steps taken to conceal the sequence until interventions were assigned

Who generated the random allocation sequence, who enrolled participants, and who assigned
participants to interventions

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

If relevant, description of the similarity of interventions
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Methods for additional analyses, such as subgroup analyses and adjusted analyses
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and were analysed for the primary outcome
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Dates defining the periods of recruitment and follow-up
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precision (such as 95% confidence interval)

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

Results of any other analyses performed, including subgroup analyses and adjusted analyses,
distinguishing pre-specified from exploratory

All important harms or unintended effects in each group (for specific guidance see CONSORT for harms)
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Other information

Registration 23  Registration number and name of trial registry 2
Protocol 24 Where the full trial protocol can be accessed, if available 2
Funding 25  Sources of funding and other support (such as supply of drugs), role of funders 13

*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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[ Enrollment ]

Assessed for eligibility (N=76)

P
<

Excluded (N=47)
- Not meeting inclusion criteria (n=37)

\ 4

- Declined to participate (n=10)

Randomized (N=29)

'

[ Allocation

Allocated to DCS (N=15)
- Received allocated intervention (n=15)
- Did not receive allocated intervention (n=0)

»
>

Allocated to PLA (N=14)
- Received allocated intervention (n=14)
- Did not receive allocated intervention (n=0)

[ Treatment

] |

Session 1
-~ Completed Session 1 (n=15)

-~ Did not complete Session 1 (n=0)

Session 2
- Completed Session 2 (n=15)

-~ Did not complete Session 2 (n=0)

|

Session 1
- Completed Session 1 (n=13)

-~ Did not complete Session 1 (n=1)

Session 2
- Completed Session 2 (n=13)

- Did not complete Session 2 (n=1)

[ Posttreatment

)

Posttreatment Assessment
- Completed assessment (n=15)

-~ Did not complete assessment (n=0)

Posttreatment Assessment
- Completed assessment (n=11)

-~ Did not complete assessment (n=3)

[ Analysis

)

Included in Analysis (N=15)

Figure S1. CONSORT flowchart.

Included in Analysis (N=14)
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