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1. Baseline data

Any changes to the trial design/ methodology/ protocol after commencement:
. None other than the changes mentioned in the 1st year progress report

Any changes to trial outcomes after commencement: No

2. Current status

Recruitment status: pending/ recruiting/
continuino/ recruitment complete: follow up complete/ recruitment suspended /
recru itment termi nated

Number assessed for eligibility: L44

Number recruited and allocated/randomized: t22

Number allocated/randomized to each intervention/arm (please edit as relevant):

Arm 1:61

Arm 2:61

Losses/exclusions after allocation/randomization (please edit as relevant):

Arm 1: 13

Arm 2: 19

3. Trial output

Date of tr:ial completion ("last patient, last visit"):

Final sample size: 122



Summary of Interim/Final data (if available):
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