Consent Before Discharge with Telephone Randomisation Chart

This method of randomisation is for stroke and TIA patients discharged from ward or seen in clinic
less than 72 hours since stroke or TIA onset. Please use this process if local lockdown rules or
current hospital policy prevents the patient returning for research only visits

Consent patient and complete pre-randomisation checklist, screening, and baseline
questionnaires before participant leaves hospital/clinic.

Do not assign study ID number or enter data to iDataFax. Confirm a time with the participant for
a telephone call for randomisation. Randomisation must occur as soon as possible from 72 hours
post onset and no later than 28 days post stroke/TIA onset

Call patient as per booked appointment. Ask patient to confirm continued consent to participate
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Patient CONFIRMS CONTINUING
CONSENT to participate. Randomise the
patient to CONVINCE
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Patient WITHDRAWS CONTINUING CONSENT to
participate. (You may ask the patient if they would like
more time to consider participation), if not thank patient
for considering participation. File the consent form and
pre-randomisation checklist and add file note to TMF.
Screening and baseline data not used, destroy screening
and baseline forms.

Assign participant |.D. using iDataFax. Randomise using Sealed Envelope
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Randomisation result COLCHICINE

Explain randomisation result. Arrange
dispensing and delivery of IMP and colchicine
patient wallet card. Call patient confirm IMP
and wallet card received. Confirm the date
of the first dose taken for CRF. Arrange Week
4 follow-up. Enter all data to iDataFax. Add
ID number to consent, screening, and
baseline data forms. File paperwork.

Randomisation result USUAL CARE

Explain randomisation result. Arrange
delivery of usual care patient wallet card.
Call patient to confirm wallet card
received. Arrange Week 4 follow-up. Enter
all data to iDataFax. Add ID number to
consent, screening, and baseline data
forms. File paperwork.




