RESPIRATORY SUPPORT

A quick guide to consent
in England, Wales & Northern Ireland

g Patient consent at commencement (prior to enrolment)

Does the patient have capacity to provide informed consent?

Approach patient with short Enrolment under
Patient Information Sheet emergency deferred

(PIS) at commencement to discuss trial consent

v

Does the patient provide informed verbal consent?

? ?

Document on consent at Patient not
commencement form (using enrolled
researcher's initials) & in medical
records

v

Randomise
patient

@ Deferred consent - patient regains capacity following enroiment

EXPLAIN Obtain VERBAL DC:)C|:UMENT
t
tialandgothrough | B CONSENT | I acensacuncaeton s
short PIS onIy from patient researcher's initials) & in
medical records

If consent is not obtained before hospital discharge- contact patient by telephone (up to 3 attempts) @

g Consultee opinion - patient does not regain capacity by discharge

DOCUMENT

EXPLAIN Ask if OBJECTION to verbal confirmation of non
trial and go through short ) research expressed by ) objection on declaration form
PIS with consultee patient (using researcher's initials) & in
medical records
Personal Consultee Professional Consultee
e person who is engaged in caring for e registered medical practitioner, independent
participants (not professionally or for to the trial and is willing to be consulted
payment) and is willing to be consulted e approached if personal consultee not
e contact by telephone @ available

3 copies of consent/declaration form: Site file, patient/consultee & medical records

Full versions of PIS at commencement/recovery available to download from website if requested by patient or consultee

https://warwick.ac.uk/fac/sci/med/research/ctu/trials/recovery-rs/patients/
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