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Post Approval Monitoring – Consent Process Review Checklist

Your study has been selected for a Consent Process 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. 

This checklist is indicative of what the UM IRB compliance team would expect to see when observing the consent process of a potential research participant or their legally authorized representative (LAR).

Instructions: The IRB will observe the consent process and will complete all items within this checklist that apply to the study. Researchers may also use this checklist as a support tool to ensure that they comply with informed consent process requirements. Please contact the IRB office within one (1) week from the day this checklist is received to set up a time for an IRB representative to meet with you and review/observe your consent procedures. We would like to schedule this review to happen within the next 60 days. 




















	Principal Investigator
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	Research Study Title and #
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	Consent Form IRB Approval Date, and Expiration Date if applicable
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	Name of Auditor Completing Checklist
	[bookmark: Text7]     

	Date Checklist Completed
	[bookmark: Text8]     



	1. Consent Process Information 

	Where does the study team keep the signed consent forms for this study?
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	List of individuals who present the consent form to potential participants
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	How does the study team ensure they use the current IRB-approved consent form?
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	2. Consent Process: Please indicate whether the person obtaining consent addressed the key elements of consent below during the consent process. Answer these items while observing the consent process.  

	Person Obtaining Consent
	[bookmark: Text37]     

	Location of Consent Discussion
	[bookmark: Text38]     

	Consent Observation Date
	[bookmark: Text39]     

	|_| Yes      |_| No     
	1. Introduced themself to the participant. 

	|_| Yes      |_| No     
	2. Mentioned that the study involves research.

	|_| Yes      |_| No     
	3. Explained the study purpose.

	|_| Yes      |_| No     |_| N/A
	4. Explained that the study involves an unapproved agent (i.e., not FDA-approved) (if relevant). 

	|_| Yes      |_| No     |_| N/A
	5. Explained randomization (if relevant). 

	|_| Yes      |_| No     |_| N/A
	6. Explained the blinding (if relevant).

	|_| Yes      |_| No     
	7. Explained study procedures and interventions. 

	|_| Yes      |_| No     
	8. Explained study risks.

	|_| Yes      |_| No     
	9. Explained study benefits, or that there are no benefits to participation. 

	|_| Yes      |_| No     
	10. Explained alternative(s) to study participation.

	|_| Yes      |_| No     
	11. Explained confidentiality.

	|_| Yes      |_| No     |_| N/A
	12. Explained HIPAA authorization (if relevant).

	|_| Yes      |_| No     
	13. Explained the study’s cost and compensation, or that there is no cost or compensation.

	|_| Yes      |_| No     
	14. Mentioned PI/study team contact information for study-related questions and concerns.

	|_| Yes      |_| No     
	15. Mentioned the IRB’s contact information to discuss any concerns about human participant rights.

	|_| Yes      |_| No     
	16. Explained the voluntary nature of the study (right to refuse to participate and withdraw from the study without affect the individual’s present or future care).

	|_| Yes      |_| No     |_| N/A
	17. Explained research-related injury compensation (if relevant).

	|_| Yes      |_| No     |_| N/A
	18. Explained pregnancy issues and/or contraception requirements (if relevant).

	|_| Yes      |_| No     
	19. Offered the participant a copy of the signed consent form. 

	|_| Yes      |_| No
	20. Participant was provided ample opportunity to ask questions or voice concerns; questions were answered to the participant’s satisfaction. 

	|_| Yes      |_| No     |_| N/A
	21. IF APPLICABLE: Participant comprehension was assessed by consenter/research staff (i.e., use of open-ended questions and/or teach-back).
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	3. Post-Consent Activities: Please indicate whether the procedures listed below were performed. Answer these items after observing the consent process. 

	|_| Yes      |_| No     
	1. The participant provided permission to have their consent process observed.

	|_| Yes      |_| No     
	2. Consent was obtained using the most recent IRB-approved version of the consent form with the IRB’s approval stamp on each page of the consent form.

	|_| Yes      |_| No     
	3. Consent was obtained prior to the start of any study procedures (including screening procedures to determine eligibility when appropriate). 

	|_| Yes      |_| No     |_| N/A
	4. The participant was assigned a study code or ID number. 

	|_| Yes      |_| No     |_| N/A
	5. All required signatures and dates were recorded properly on the consent form, including initials on any optional items. 

	|_| Yes      |_| No     
	6. The consent location was in a private and quiet setting.

	|_| Yes      |_| No     
	7. The person obtaining consent spent sufficient time obtaining informed consent.

	|_| Yes      |_| No     
	8. The person obtaining consent solicited and sufficiently answered the participant’s questions.

	|_| Yes      |_| No     
	9. The person obtaining consent used understandable language and avoided using scientific terms that the participant clearly would not have understood.

	|_| Yes      |_| No     
	10. The person obtaining consent was IRB-approved as study personnel involved in the consent process with up-to-date human research protections training at the time of consent. 
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	4. Documentation of the Consent Process: Please indicate whether the following conditions were met throughout the course of the study.  

	|_| Yes      |_| No     
	1. Informed consent was obtained from each participant prior to the start of any study procedures (including screening procedures to determine eligibility when appropriate). 

	|_| Yes      |_| No     
	2. Each participant was consented using the most recent version of the IRB-approved consent form at the time of their consent. The IRB’s approval stamp is visible on each page of the consent form.

	|_| Yes      |_| No     
	3. The original dated and signed consent form is in the PI’s study file for each participant.

	|_| Yes      |_| No     |_| N/A
	4. Each participant’s consent form has all the required signatures and dates recorded properly, including initials on any optional items.

	|_| Yes      |_| No     
	5. Consented participants were offered a copy of the signed consent form.

	|_| Yes      |_| No     
	6. Documentation that participants were offered a copy of the consent form is on file.
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	5. Observation Assessment: Based upon the consent process observation and discussion with the person obtaining consent, please assess whether the following requirements were satisfied. 

	|_| Yes      |_| No     
	1. The participant or their legally authorized representative (LAR) received an accurate explanation of the content of the consent form and other written material.

	|_| Yes      |_| No     
	2. The participant or the LAR demonstrated understanding of the information presented.

	|_| Yes      |_| No     
	3. The participant or the LAR was given adequate time to read the consent form and discuss with family members and/or investigators.

	|_| Yes      |_| No     
	4. The participant or the LAR freely provided their informed consent (e.g., the person obtaining consent or others did not appear to influence or coerce the participant’s/LAR’s decision to take part). 

	|_| Yes      |_| No     
	5. The consent process overall appeared to be effective to fully inform the participant or the LAR about the research. 
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 For IRB Office Use Only:
Auditor Name:________________________
Auditor Signature (upon completion):________________________ Date:___________
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