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	Version
	Date (DD/MM/YY)
	Section(s) changed
	Description of changes and rationale

	1.0
	04/03/24
	--
	[bookmark: _GoBack]Initial version

	2.0
	19/09/25
	Study synopsis
	Clinicaltrials.gov identifier added.
Updates to the primary endpoint, statistical considerations, and number of participants sections, corresponding to the changes made within the protocol (see below).

	2.0
	19/09/25
	3.1.2 Primary and secondary endpoints
	More specificity added to the primary and secondary endpoints. Protocol now indicates primary endpoint is the change in the total substance use involvement score on the ASSIST from baseline to 12-weeks. 
Specified that one of the secondary endpoints is the change in specific substance use scores (e.g., alcohol use, cannabis use) on the ASSIST from baseline to 12- and 24-weeks follow-up.

	2.0
	19/09/25
	6.1.2 Determination of sample size
	Updated assumptions for the sample size calculation to align with the specification that the primary endpoint is the total substance use involvement score on the ASSIST. Total planned sample size remains the same.

	2.0
	19/09/25
	6.1.3 Planned analysis
	Clarified that the primary outcome is the between group mean difference of the change in the total substance use involvement score on the ASSIST for the entire sample.
Clarified planned sensitivity analyses to examine between country differences in the primary outcome.

	2.0
	19/09/25
	6.1.5 Handling of missing data and drop-outs
	Clarified expectations that no full clusters are expected to drop out. 
Clarified the conditions under which planned sensitivity analyses to impute missing data on the primary endpoint would be conducted.



