

	
Documentation of Consent Process Form – Instructional

	Purpose/Guidance:
Documenting informed consent occurs after explaining the research and assessing participant comprehension. At minimum, the consent process involves obtaining the signature of the participant (or their legally-authorized representative or parent(s), when approved) as well as the person obtaining consent. The person obtaining consent indicates he/she has explained the research to the participant, ensured that the participant understood the research and that the participant freely consents to participate.

This template provides an initial framework for documenting the consent discussion and process with the potential study participant. If utilized, this sheet should be printed and available for completion as a source document at the time of consent.
	
This form can be utilized at the beginning of the study and throughout the study, when updates and revisions to the consent form(s) resulting in re-consent are required.




	Customization:
· Include any relevant study information, including but not limited to:
· Sponsor name
· Study identifier (protocol number)
· Site #
· Modify the form as desired to add any additional consent information, such as:
· Consent type (i.e. parental, group 1, etc) 
· Version # or version date of consent
· If a legally authorized representative is present






	The template starts on the next page.


Documentation of Consent Process Form

	Principal Investigator:
	___________________________________________

	STU #:
	___________________________________________

	Participant ID #:
	___________________________________________

	Visit name or #:
	___________________________________________


	Time consent signed (if applicable):
	___________________________________________



	Yes
	No
	Consent Process Procedure

	
	
	The consent form is verified IRB approved and current.
Reminder: Valid consent documents contain the IRB approval watermark across the top of each page. Use the current IRB approved consent documents from the eIRB+ system.  They are PDF versions located in the “Documents” tab under “Site Related Documents” in the Final column on the right.

Date IRB approved:_____________________
Expiration Date:________________________

	
	
	Informed consent was discussed in detail with participant for the above referenced study.

	
	
	Participant was given adequate time to read the consent form and discuss the study with study investigators and/or family members.

	
	
	The participant is not currently enrolled in any other research studies. 

	
	
	During informed consent process, the following questions were asked by the participant and/or authorized representative and the following answers where provided by study personnel:
________________________________________________________________
________________________________________________________________
________________________________________________________________


	
	
	Participant demonstrates competency to decide whether they want to participate in the research. 

	
	
	Participant understands the purpose, risks, and benefits of the study.

	
	
	Participant understands that participation is voluntary and their consent may be withdrawn at any time.

	
	
	Participant initialed their choice for all optional elements (if applicable).

	
	
	Participant and the person obtaining consent both signed and dated the consent form.

	
	
	Signed and dated copy of the consent form was offered to the participant at the conclusion of the consent process.

	
	
	Copy of the consent form was accepted by the participant. (Participant may decline a copy if they wish.)

	
	
	Consent has been signed and dated prior to any study procedures being performed.





(If re-consenting) Reason for re-consent:

________________________________________________________________________________________________________________________________________________________



	Name of person obtaining consent: _________________________________________




	Signature: _________________________
	Date: _____________________________





[image: Image result for northwestern logo]Documentation of Consent Process Form	1 of 3	HRP-2006 / v03252021

image1.png




