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	Informed Consent Process Note
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	The informed consent process must be documented in the research record. The note should include the following details:
 
· Informed Consent Form (ICF) obtained voluntarily
· Participant consented in their primary language
· ICF signed before any research procedures were performed 
· Date and time the discussion began
· Whether the participant had time to review the ICF and ask questions
· Who reviewed the ICF with the participant
· Date and time the consent was signed
· Confirmation that a copy was provided to the participant to take home
The informed consent process note template can serve as a helpful reminder of the key details to document at the time of consent. The example below captures proper documentation of the consent process with additional consent details that should be considered when documenting.

Template links below for research teams to download and adapt for their own use. 
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INFORMED CONSENT PROCESS NOTE

Person obtaining consent should check below to indicate completion of each task for Informed Consent:

The informed consent form was signed before any research procedures were performed above and beyond

B¥es | routinestandard ofcare.

BYes | The participant was given the opportunity to read the consent and ask questions.

BYes | The participant was consented n their primary language.

BYes | The participant verbalized understanding of the informed consent nformation.

Res

if applicable, the protocol defined contraceptive was discussed with the partiipant. Please s the
@Yes O | participants' agreed upon method of contraceptive: Participant confirmed use of protocol defined
N/A contraceptive (IUD) and is documented in medica history.

BYes | Acopy of the signed consent form was given to the participant.

‘Additional consent details (include any details for obtaining non-english speaking consent)
‘The P presented the consent form on 28Feb25 and informed them that their clinical care would not be affected if they.
chose not to participate. The participant returned to the clinic at 1300 on 01Mar25, accompanied by their sister, and
completed the consent process prior to starting screening procedures. The participant asked questions about the
frequency of study visits, and I reviewed the study schedule with them in detail. The participant confirmed their
understanding of the required visits.

Name of person obtaining consent: | John Doe

Jolin Doe 01Mar2!

Signature of Person Obtaining Consent Date




