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Consent Cover Letter
Note to the Investigator: Informed consent is an ongoing process, not merely the completion of a form or document. The process, along with the form, ensures potential participants receive sufficient information and have a clear understanding of the study to make an informed, voluntary decision. For detailed guidance on the consent process, please visit the Consent Process Checklist and Consent Process Models pages on the IRB website.

DIRECTIONS FOR USE OF THIS TEMPLATE: 

· ALL INSTRUCTIONS IN RED FONT SHOULD BE REPLACED OR DELETED. Example text may be used if needed. 

· Do not adjust the bottom margin or use the footer. Do not delete the watermark fields in the footer.

· Replace text between angle brackets, such as “<<state purpose of research>>” with information relevant to your research.

· Read guidelines for each section, complete as applicable for your project, and then delete the template guidelines.  

· Phrases such as “I understand…” or “You understand…” are not appropriate and should not be included in the document.
· The document should be written at an appropriate grade level for the group of participants. For adults, the reading level should remain around an 8th grade reading level. Most word processors include the ability to assess the reading level.
The purpose of this research study is <<state purpose of research>>. We are doing this study because <<state the rationale for the study>>. 
This study is being done to <<explain purpose of the research using simple, accurate language>>. This study is conducted by <<insert sponsor, granting agency, investigator, etc.>>.

Describe all procedures to be followed, including the identification of any procedures that are experimental, duration of study, and that participation is voluntary. 
Example: If you agree, you will complete <<insert description of procedures>>. We anticipate your participation to last <<explain duration of participation. For example, are there 4 surveys over the span of a year taking ~10 minutes each? Are there walking and balance tests that require 5 in-person visits for an hour each over the span of 6 months, etc.?>>.

For studies involving surveys or questionnaires with questions about metal health (e.g. depression, anxiety, hopelessness, helplessness, self-harm, etc.), describe the reasons for asking these questions, indicate how the study staff may monitor these responses, and what resources may be provided to the participants if necessary.

Example: As part of this study, you will complete questionnaires that ask about your mood and mental health. These may include questions about stress, anxiety, depression, hopelessness, or thoughts of self-harm. The study team will review your answers <<indicate how often the responses will be reviewed>>. This helps us check on your well-being during the study. 

If your answers show you may be struggling (for example, having mental health challenges or big emotional reactions), the research team will respond in a supportive way. This may include: 

· <<Providing you with a list of mental health resources and hotlines>>.
· <<Suggesting voluntary treatment options>>.
· <<Offering referrals to additional services if you would like them, such as Huntsman Mental Health Institute>>.
You do not have to accept any resources or referrals. However, if your answers show you may be at risk of harming yourself or others, the study team may need to act to keep you safe. This may include calling emergency services or contacting trained professionals.

Include a statement of voluntariness.

Example: Your participation is completely voluntary. You may choose to stop a procedure at any time and are free to withdraw consent and discontinue participation for any reason without penalty or loss of benefits.

Describe all risks of the research, including loss of confidentiality.
Example: <<Insert the description of risks. Because the risks are limited for this minimal risk study, all the risks can be listed here in a concise manner>>. This study may not help you directly, and you can choose not to take part.

Include a statement describing the extent and procedures used to maintain the confidentiality of records and data pertaining to the participant, how the participant’s privacy will be protected and who may view the collected data. 
Include contact information.

Example: If you have any questions complaints or if you feel you have been harmed by this research please contact <<list contact person, their affiliation (e.g., Department of Psychology, University of Utah) and a phone number>>.  

Include the following statement verbatim: Research Participant Advocate: Contact the Research Participant Advocate (RPA) if you have questions regarding your rights as a research participant. Also, contact the RPA if you have questions, complaints or concerns which you do not feel you can discuss with the investigator. You may contact the RPA by phone at (801) 581-3803 or by email at participant.advocate@hsc.utah.edu. 

Include the following statement verbatim:  Institutional Review Board: You may also contact the Institutional Review Board (IRB) by phone at (801) 581-3655 or by e-mail at irb@hsc.utah.edu. 

Indicate that by proceeding with the study procedures, the individual is giving their consent to participate.

Example: By participating in the <<survey, questionnaire, etc.>>, you are giving your consent to participate in this research.
Conclude with a statement which expresses appreciation for participation.

Example: Thank you for your willingness to participate!
	Footer for IRB Use Only
IRB Template Version: 2026
	
	«Image:Stamp»
	«Institution»
«IRB»
«Approved» «ApprovedDate»
«Expiration» «ExpirationDate»
«Number»



