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Care home

opened to

recruitment.

Residents

undergo

initial

screening

for

suitability

Does the

resident have

capacity to

consent?

Care home provides patient

information sheet (PIS) to

resident & arranges trial

discussion with research

team/nurse

Research team/nurse carries

out video informed consent

discussion with resident &

consent form issued

electronically to resident

Resident completes electronic

consent form or, if unable to

write/sign, verbal consent is given

and this is witnessed and

documented by care home or

research team/nurse who

completes form on their behalf

(paper informed consent form

supplied and returned to trial

team via post if required)

Care home contacts

resident's Personal Legal

Representative (PLR) and

obtains permission to pass

their contact details to trial

team.

Research nurse carries out

video informed consent

discussion with PLR.

Research

team/nurse

countersigns

consent form

Link to electronic consent form

emailed to PLR.

PLR completes the consent form

and submits.

(paper form supplied and

returned via post if required)

Resident's GP

completes initial

eligibility checklist

and uploads

participant’s

Summary Care

Record (SCR) to

secure electronic

storage area

Is the

resident

eligible for at

least one of

the

interventions?

Resident excluded from

randomisation but remains

in platform. Routine data

included in for secondary

analyses.

Care home uploads copy

of resident’s Medication

Administration Record

(MAR) to trial database

Positive COVID-19

case in care home

Principal Investigator (PI)

or delegated investigator

reviews GP eligibility

checklist, SCR and MAR.

PI/delegate confirms

eligibility.

Is resident

eligible for at

least one of the

interventions?

Yes

Trial team provides PIS to

PLR.

Care home

randomised

Is resident

eligible for the

arm the care

home is

randomised to?

PI prescribes trial

medication.

Trial delivered to

care home from

central trial

pharmacy

Resident excluded from

prescription list but

remains in platform.

Routine data included in

secondary analyses.

No

Yes

Resident excluded from

randomisation but remains

in platform. Routine data

included in secondary

analyses.

No

No

Yes

No

Variable time interval


