Invited to be
assessed for
eligibility n=

A 4
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eligibility n=

A 4

Did not attend eligibility assessment
n=
Reasons:

A 4

Eligible n=

A 4

Total excluded n=

Reasons:

Not meeting inclusion criteria n=
Logistical reasons n=

Other reasons n=

A 4

A 4

Total no. randomised n=

Allocated to:
n=

[ Allocation ]

v

Did not receive any allocation n=
Reasons:

Did not complete allocation n=
Reasons:

Total completed allocation n=

l

Did not complete 1° outcome assessment
n=
Reasons:

1° analysis performed on n=
Reasons for exclusions:

Allocation

violations

Follow up

and
analysis

Refusals to participate n=
Reasons:

Allocated to:
n=

v

Did not receive any allocation n=
Reasons:

Did not complete allocation n=
Reasons:

Total completed allocation n=

l

Did not complete 1° outcome assessment
n=
Reasons:

1° analysis performed on n=
Reasons for exclusions:







