





Consenting

Identify Patient

In Hospital Discharged

Does the patient Contact patient via
telephone

(3 attempts)

have capacity

Yes

Identify

Patient willing to Personal/professional

Unable to make

consent Consultee contact - send out
NO opt-out form
Yes
Obtain Consultee willing
consent to consent Opt-out consent form
received prior to day
Yes Yes 30
NO

Assume consent

Update database to
confirm consented

Update database to
confirm no consent

from patient



Reminders

Consent CRF Completion

Q
(€
Please ensure the consent CRF is

completed as soon as you have gained
consent. For the opt-out model, if you
have not had a response within 30 days
of randomisation please mark the
consent form as - ‘Yes - no opt out
received within 30 days’

Withdrawal

o Withdrawal from patient-
reported outcomes but routine

health data collection can
continue

e Withdrawal from any future data
collection but data already
collected can be retained

Discharge CRF Completion

Please ensure the discharge CRF is
completed ASAP after patient has
discharged (prior to day 30). This helps
determine who will be responsible to
complete the day 30 follow up

e Withdrawal from any future data
collection and removal of

previously collected identifiable

data










