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Assessed for eligibility (n=1521)

[ Enrollment ]

Excluded (n=758)
+ Not meeting inclusion criteria (n=595)

A

\ 4

+ Declined to participate (n=163)

Randomized (n=763)

4 [ Allocation | ¥
Allocated to DHE group (n=386) Allocated to CON group (n=377)
+ Received allocated intervention (n=386) + Received allocated intervention (n=377)
+ Did not receive allocated intervention (n=0) + Did not receive allocated intervention (n=0)
4 [ Follow-Up } A
Week 1 Week 1
Lost to follow-up (n=133) Lost to follow-up (n=144)
Discontinued intervention (n=4) Discontinued intervention (n=3)
Week 2 Week 2
Lost to follow-up (n=27) Lost to follow-up (n=22)
Discontinued intervention (n=1) Discontinued intervention (n=0)
Week 3 Week 3
Lost to follow-up (n=20) Lost to follow-up (n=31)
Discontinued intervention (n=0) Discontinued intervention (n=0)
Week 4 Week 4
Lost to follow-up (n=12) Lost to follow-up (n=16)
Discontinued intervention (n=0) Discontinued intervention (n=0)
v [ Analysis J y
Week 1 Week 1
Analysed ITT & CACE (n=249) Analysed ITT & CACE (n=230)
Excluded from analysis (n=0) Excluded from analysis (n=0)
Week 2 Week 2
Analysed ITT & CACE (n=221) Analysed ITT & CACE (n=208)
Excluded from analysis (n=0) Excluded from analysis (n=0)
Week 3 Week 3
Analysed ITT & CACE (n=201) Analysed ITT & CACE (n=177)
Excluded from analysis (n=0) Excluded from analysis (n=0)
Week 4 Week 4
Analysed ITT & CACE (n=189) Analysed ITT & CACE (n=161)
Excluded from analysis (n=0) Excluded from analysis (n=0)
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