Checklist for Informed Consent

	Tool/Resource:
	Checklist for Informed Consent (Adapted from the NIDCR Informed Consent Checklist)

	Purpose:
	To assist study team members in drafting comprehensive consent materials that are compliant with federal regulations and research best practices, and to facilitate study monitoring of informed consent practices

	Audience:
	Study team members drafting informed consent materials and individuals responsible for reviewing informed consent documents to ensure quality and regulatory compliance

	Best Practice Recommendations:
	· Adapt the checklist to align with your IRB and/or sponsor requirements
· Use the checklist to conduct audits and review of your study’s informed consent process and documentation
· Refer to the checklist when amending currently approved consent materials

	
	

	RESOURCE REVISION HISTORY

	VERSION NO.
	DATE
	SUMMARY OF REVISIONS

	V1.0
	---
	Original

	V2.0
	Aug2022
	Added SBR course branding and introduction; created new checklist based on 2018 Revised Common Rule and to support study monitoring activities

	V3.0
	10Oct2022
	Added copyright footer information

	V4.0
	10Oct2023
	Updated copyright information in footer; updated version number in footer


COURSE:  SOCIAL AND BEHAVIORAL RESEARCH BEST PRACTICES MODULE: INFORMED CONSENT


INFORMED CONSENT CHECKLIST V4.0
(C) 2016 - 2023 The Regents of the University of Michigan. See full course acknowledgements under resources tab. All rights reserved. 
Social and Behavioral Research Best Practices for Clinical Research is licensed under the Creative Commons Attribution 4.0 International (CC BY 4.0) License. 


	Protocol Title
	

	Protocol Number:
	

	Principal Investigator:
	

	Consent Version:
	

	Special Considerations:
e.g., related to the study population, location of consent, type of consent, etc.
	




	Source Reference 
45 CFR 46.116
	Element [footnoteRef:1] [1:  The IRB may waive some or all elements of informed consent if (a) the research involves no more than minimal risk to the subjects; (b) the waiver or alteration will not adversely affect the rights and welfare of the subjects; (c) the research could not practicably be carried out without the waiver or alteration; and (d) whenever appropriate, the participants will be provided with additional pertinent information after participation.] 

	Acceptable or Not Applicable
	Not Acceptable
	Comments

	Introduction
	General Requirements for the Informed Consent Process
	
	
	

	
	Information is shared in language understandable to the individual or their legally authorized representative
	☐
	☐
	     

	
	Must provide information that a reasonable person would want to have when making an informed decision about whether to enroll in a study and provide an opportunity to discuss that information
	☐
	☐
	     

	
	Key Information: Concise and focused presentation of the information that is most likely to help an individual understand the reasons why they might or might not want to participate in the study; must be organized and presented in a way that supports comprehension
	☐
	☐
	     

	
	Does not include any exculpatory language (language that makes it seem like the participant is waiving their legal rights, or releases or appears to release the study team, sponsor, institution, or its agents from liability for negligence
	☐
	☐
	     

	(a)
	Basic Elements
	
	
	

	(1)
	A statement that the study involves research (i.e., that the purpose is to generate knowledge vs. provide clinical care)
	☐
	☐
	     

	(1)
	Study Purpose: A plain language description of the scientific reason for the study
	☐
	☐
	     

	(1)
	Design & Duration of Study: The expected duration of participation for each individual, including any long-term follow-up of medical records or other information
	☐
	☐
	     

	(1)
	Design & Duration of Study: A description of what will happen during a participant’s enrollment including all expectations, procedures, and assessments
	☐
	☐
	     

	(1)
	Design & Duration of Study: Identification of any procedures that are experimental (vs. those performed as a matter of an individual’s usual clinical care)
	☐
	☐
	     

	(2)
	Possible Risks & Discomforts:  A description of any reasonably foreseeable risks or discomforts to the participant
	☐
	☐
	     

	(3)
	Benefits: A description of possible direct benefits to the participant or to others that may reasonably be expected from the research
	☐
	☐
	     

	(4)
	Alternative Treatments: A disclosure that other appropriate procedures or treatment may exist; in non-therapeutic trials, the alternative “treatment” may be to decline study participation
	☐
	☐
	     

	(5)
	Confidentiality: A description of how a participant’s research information will be protected including who has access to it, what happens to it after the study is over, and practices to safeguard against breaches
	☐
	☐
	     

	(6)
	Research-related Injuries: For research involving more than minimal risk, an explanation of availability of medical treatment and compensation, and an explanation as to whether any medical treatments are available, and if so, what they consist of, or where further information may be obtained
	☐
	☐
	     

	(7)
	Contact Information: An explanation of whom to contact about the research study (e.g., study team) and research participants’ rights (e.g., the IRB), and whom to contact in the event of a research-related injury to the subject (e.g., study team, study physician, etc.)

	☐
	☐
	     

	(8)
	Statement of Voluntary Participation: A statement that participation in the study is voluntary and that declining participation will not involve penalty or loss of benefits to which a participant is otherwise entitled; furthermore, a participant may discontinue participation at any time
	☐
	☐
	     

	(9)
	(i) A statement that collected research information (including biospecimens) could be used for future research studies or distributed to another investigator for future research studies without additional informed consent from the subject or the legally authorized representative after removal of all personal identifiers or a statement that the subject’s information if this is a possibility, or (ii) that collected research information will not be used or distributed for future research studies even with removal of personal identifiers
	☐
	☐
	     

	(b)
	Additional Elements (as appropriate)
	
	
	

	(1)
	A statement that the particular treatment or procedure may involve currently unforeseeable risks to the participant (or to the embryo or fetus, if the participant is or may become pregnant)
	☐
	☐
	     

	(2)
	Anticipated circumstances under which the individual’s participation may be ended by the study team without regard to the participant’s or their legally authorized representative’s consent
	☐
	☐
	     

	(3)
	Any additional costs to the participant that may result from being in the research study
	☐
	☐
	     

	(4)
	The consequences of the participant’s decision to withdraw trom the study and procedures for opting to withdraw consent and end participation in the study
	☐
	☐
	     

	(5)
	A statement that significant new findings arising during the study that may relate to the participant’s willingness to continue their enrollment will be shared with the indivdiual
	☐
	☐
	     

	(6)
	The approximate number of participants who will be involved in the study
	☐
	☐
	     

	IRB
	Other governing IRB required elements not otherwise specified above.
Specifically:       
	☐
	☐
	     



