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Receiving Informed Consent from NHS Patients
Identify the potential
participant by considering their
eligibility using the approvedprotocol inclusion and exclusion
criteria. The PI must confirm
eligibility.

Before obtaining informed consent,
make sure the form is on headed
paper and is the correct document
version and document date for the
time. The form should also contain the
IRAS I.D. number.

Ensure that you are delegated to obtain
participant consent, and that this is on
the study delegation log, with
authorisation from the PI for this duty.

Each point of the consent form should
be read by the participant, before they
initial each box (not tick). They must
then print their own name, sign and
date the bottom of the form.

The person receiving consent must
then print their name, countersign
and date the form, in the participant’s
presence.

The participant should be invited to the
study through the provision of a
Participant Information Sheet (PIS). They
should be given sufficient time to read
and consider the information. Most
usually 24 hours as a minimum.

Once the participant has considered the
PIS, they should be allowed the
opportunity to ask questions prior to giving
their informed consent. They may also
discuss the study with their family and GP.

Before obtaining their consent, ensure
that you are happy with their
understanding of the study, and that they
have the capacity to freely give their
informed consent to the research.

DO NOT carry out any study
protocol procedures, tests or
treatments prior to obtaining
informed consent.

The person receiving consent should then
document within the medical record, the date the
participant was given the PIS, alongside the
version and date of the document. They must
also document the date of the consent and the
date and version of the form used. They should
confirm the participant met all of the inclusion
criteria and none of the exclusion.
The original form should be filed in the site file, a
copy should go to the patient, and one in the
medical records.

