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Post Approval Monitoring – Consent Document Review Checklist

Your study has been selected for a Consent Document Review as part of UM’s Post Approval Monitoring (PAM) program. The PAM program is under the direction of the UM Office of the Vice President for Research and Creative Scholarship. The purpose of this program is to facilitate the safety, rights and welfare of study participants; provide feedback and education to investigators and their study teams; and identify strengths and areas for improvement in research policies and practice at the University of Montana. 

Instructions: Please complete this page for a randomly selected ten percent (10%) of enrolled participants (not to exceed 10 participants total). Reminder: In human subjects research, identifiable data about living individuals and identifiable biospecimens are equivalents to the person. If the answer is “No” or “Not Applicable”, please justify by typing or writing in additional information as needed. If you determine that your responses in the checklist would be the same for all participants selected, you do not need to complete separate checklists. Instead, complete one copy of this checklist and include the Participant IDs for records you reviewed in the Participant ID space below, noting any difference by Participant ID within the General Comments section below. For research conducted with a waiver of consent, please still complete sections 1 and 4.

Please complete the attached PAM Consent Document Review Checklist and return it to the IRB office (irb@umt.edu) within 60 days. We also ask that you include copies of signed consent forms for the selected participants. Please redact all participant names (not dates). If you have questions about how to redact a document, please reach out to the IRB office. 















	Principal Investigator
	[bookmark: Text4]     

	Research Study Title and #
	[bookmark: Text5]     

	Participant ID
	[bookmark: Text6]     

	Type of Consent(s) Obtained
	[bookmark: Text33]     

	Name of Person Completing Checklist
	[bookmark: Text7]     

	Date Checklist Completed
	[bookmark: Text8]     



	1. Participant Information 

	[bookmark: Check6]|_| Yes      |_| No     |_| N/A
	1. Participant met inclusion/exclusion criteria. 

	|_| Yes      |_| No     |_| N/A
	2. There is a completed, dated, and signed eligibility checklist for each participant; if so, please submit a redacted copy to the IRB. If not, please explain how eligibility is both verified and documented in the General Comments section below. 

	|_| Yes      |_| No     |_| N/A
	3. Participant consented before participation in any research activity with the then-current version of the consent document. 

	|_| Yes      |_| No     |_| N/A
	4. The consent process is implemented per the study protocol and IRB policies. 

	|_| Yes      |_| No     |_| N/A
	5. Participant completed all study-related activities as outlined in the consent document. 

	|_| Yes      |_| No     |_| N/A
	6. Compensation was dispensed to this participant per the protocol and is documented. 



	2. [bookmark: Check21]Written Consent – if N/A check here and move to the next section |_|

	|_| Yes      |_| No     |_| N/A
	1. The entire original signed consent form(s) or electronic documentation of consent is on file. 

	|_| Yes      |_| No     |_| N/A
	2. Consent form is signed on or after its IRB approval date and before its expiration date. 

	|_| Yes      |_| No     |_| N/A
	3. The IRB approval stamp is on all pages of the informed consent form.

	|_| Yes      |_| No     |_| N/A
	4. All yes/no or similar optional elements on the consent form are completed/initialed. If not, then please explain in the comments section. 

	|_| Yes      |_| No     |_| N/A
	5. The consent form is completed in entirety with printed name, signature, and date of the participant (or Legally Authorized Representative [LAR]). 

	|_| Yes      |_| No     |_| N/A
	6. If the participant is illiterate, physically unable to sign, or visually impaired, an impartial witness signed and dated the consent form on the designated lines to attest that the study was accurately explained to the participant. If yes, please explain in the comments section who witnessed the consent process (e.g., spouse, adult child, parent, staff member not on the research team, etc.). 

	|_| Yes      |_| No     |_| N/A
	7. At the time that consent was obtained, the person obtaining consent was listed on the IRB authorized personnel list. 

	|_| Yes      |_| No     |_| N/A
	8. Consent form is free of any handwritten changes/corrections/additions/markings.

	|_| Yes      |_| No     |_| N/A
	9. Participant was offered a copy of the signed consent form.

	|_| Yes      |_| No     |_| N/A
	10. Documentation that the participant was offered a copy of the consent form is on file. 



	3. [bookmark: Check22]Waiver of Documentation of Consent (Verbal and Online Consent) – if N/A check here and move to the next section |_| 

	|_| Yes      |_| No     |_| N/A
	1. The research team can confirm that this participant agreed to participate in the study. 




General Comments Section:
[bookmark: Text34]     






For IRB Office Use Only:
Date Received:______________
Auditor Name:________________________
Auditor Signature (upon completion):________________________ Date:___________
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