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7.0 PRINCIPAL INCLUSION CRITERIA *

We will include adults 218 years with moderate to severe depression defined as PHQ-9 > 11 who are treatment naive to the FB at the time of
recruitment.

7.1 PRINCIPAL EXCLUSION CRITERIA *

Exclusion criteria will be: mild depression defined as PHQ-9 <11; receiving specialist mental health care including antidepressants at the time of
recruitment; pregnancy (urine pregnancy test will be performed); history of serious physical health problem (kidney failure, liver failure, serious
heart disease, cancer, end-stage AIDS); presenting with high suicidal risk; presenting with psychotic symptoms; or unable to comprehend the
nature of the study in either English or Shona (local language).

7.2 PRIMARY END POINTS *

Our primary outcome will be treatment response after four months defined as = 50% improvement in the PHQ-9 score as compared to baseline

Remission after four months defined as PHQ-9<5 will be our key secondary outcome.

9.0 DESIGN OF THE TRIAL

Type of trial * Controlled

If controlled

Randomised Yes
Single Blind No
Double Blind No
Parallel group No
Cross over No
Other No
If yes to other, specify

If controlled, specify the The Friendship Bench psychological intervention
comparator

Other medicinal product(s) No
Placebo No
Other No

If yes to other, specify

Other No
Expected Number of participants in Zimbabwe * 296
Total enrolment in each site: (if competitive enrolment, state minimum and maximum number per site.) * 296
Total participants worldwide * 296

Time period for the trial * August 2024 to 31 December 2028
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