SUBJECT CONSENT FORM FOR PARTICIPATION IN HUMAN RESEARCH AT MONTANA STATE UNIVERSITY
Biomedical Research

[Date]
[Title of Research Study]
IRB Protocol #[Reference Number]

My name is [Researcher Name] and I am a [position/title] in the [Name of Department] at Montana State University. I am conducting a research study titled "[Title of Study]." Before you decide whether to participate, please read this form carefully and ask any questions you may have. You are being asked to participate because [reason for inclusion]. Approximately [number] people will participate in this study.

1. Why is this study being done?
The purpose of this research is to [describe purpose in plain language, including the expected duration of participation, the procedures to be followed, and identification of any experimental procedures].

2. What will happen if you participate?
If you agree to participate, the following will occur [describe all procedures sequentially, including when and how consent will be obtained, the setting, and the total time commitment per activity and overall].

Experimental procedures:
[Identify and describe any experimental procedures or interventions. If an FDA-regulated investigational drug or device is involved, state: "This study involves an investigational [drug/device] that has not yet been approved by the U.S. Food and Drug Administration (FDA)." Include the IND or IDE number if applicable.]

3. What are the risks and discomforts?
[Describe all reasonably foreseeable risks or discomforts, including physical, psychological, social, legal, and economic risks. Include likelihood and severity. Describe steps taken to minimize risks.]

Unforeseeable risks:
There may be risks or discomforts associated with this research that are not yet known or foreseeable at this time. You will be informed of any new findings that may affect your willingness to continue participation.

4. What are the possible benefits?
[Describe any direct benefits to participants. If there are no direct benefits, state: "There are no direct benefits to you from participating in this study." Describe indirect benefits to society or science. Compensation is not a benefit and should not be listed here.]

5. What are your alternatives to participating?
[Describe any appropriate alternative procedures or treatments that might benefit the participant. For therapeutic research, include standard of care as an alternative. If the only alternative is not to participate, state that.]

6. How will your privacy and confidentiality be protected?
Your research records will be kept confidential to the extent permitted by law. [Describe data storage, who has access, retention timeline, and intended use — e.g., publication, presentations.] Only [list personnel] will have access to your identifiable data.

The following parties may also review your research records as permitted by law: the MSU Institutional Review Board; [if FDA-regulated: the U.S. Food and Drug Administration (FDA)]; [if sponsored: the study sponsor]; and other authorized federal or institutional oversight bodies.

Clinical Trials Registration (if applicable):
[If this is a clinical trial: A description of this clinical trial will be available at ClinicalTrials.gov, as required by U.S. law. This website will not include information that can identify you. At most, the website will include a summary of the results. You can search this website at any time.]

7. What happens if you are injured?
[For research involving more than minimal risk, explain whether compensation or treatment is available if injury occurs and what it consists of. Example: "In the event of a research-related injury, first aid and emergency care will be available. However, MSU does not provide compensation for research-related injuries, and follow-up medical care is the financial responsibility of the participant. No funds have been set aside to pay for treatment of research-related injuries."]

8. Will you receive compensation for participating?
[State whether participants will receive compensation. If yes, describe the amount, timing, and any proration for partial participation. If none, state: "You will not receive compensation for participating in this study."]

Additional costs:
[Describe any additional costs to participants that may result from participating in the study, if applicable.]

9. Biospecimens (complete this section only if applicable):
[If biospecimens are collected, describe what will be collected, how, by whom, and how they will be stored and ultimately destroyed.]

☐  Your biospecimens may be used for future research studies beyond the scope of this protocol.
☐  Your biospecimens will not be used for future research.

[Address whether biospecimens or data derived from them could be used for commercial profit and whether participants will share in that profit. Address whether whole genome sequencing will be performed.]

10. Audio/Video/Photography (complete this section only if applicable):
[Describe what will be recorded, how recordings will be stored, who has access, whether they will be transcribed and de-identified, and the timeline for deletion. Participation must not depend on agreeing to be recorded.]

☐  I consent to being [audio recorded / video recorded / photographed — select all that apply].
☐  I do not consent to being recorded. I understand I may still participate in all other aspects of the study.

11. How is this study funded?
This study is funded by [funding source]. [If industry-sponsored, disclose any financial relationships or potential conflicts of interest between the researcher and sponsor.]

12. Is participation voluntary?
Participation in this research study is entirely voluntary. You may choose not to participate, may skip any question, or may withdraw from the study at any time without penalty or loss of benefits to which you are otherwise entitled. Your decision will not affect your medical care, your relationship with your healthcare providers, your employment, or any other relationship.

Withdrawal procedures:
If you choose to withdraw, please notify [Researcher Name] at [contact]. Data already collected may still be used unless you request its destruction prior to de-identification or aggregation, at which point withdrawal may no longer be possible. The researcher may also withdraw you from the study if [describe circumstances — e.g., if you no longer meet eligibility criteria or if continuing would pose a risk to your safety].

13. Will you receive your research results?
[State whether clinically relevant research results, including individual research results, will be disclosed to participants, and under what conditions.]

14. Who can you contact with questions?
For questions about this study, contact:
[Researcher Name] | [Email] | [Phone]

For questions about your rights as a research participant, or to report a research-related injury or concern, contact the Montana State University Institutional Review Board:
irb@montana.edu | (406) 994-4706 | Reference IRB Protocol #[number]



By signing below, I confirm that:
— I have read and understood this consent form.
— My questions have been answered to my satisfaction.
— I have been informed of the nature and purpose of the study, the procedures involved, the risks and benefits, and my right to withdraw.
— I freely and voluntarily agree to participate in this research study.

Participant Signature: ___________________________________________________

Printed Name: ___________________________________________________

Date: ______________________________

Researcher/Person Obtaining Consent Signature: ___________________________

Printed Name and Title: ___________________________

Date: ______________________________



Legally Authorized Representative (complete only if participant cannot consent for themselves)

I am the legally authorized representative of the participant named above. I have read and understood this consent form and authorize participation on their behalf.

LAR Signature: ___________________________

Printed Name: ___________________________

Relationship to Participant: ___________________________

Date: ______________________________



Optional: Future Research Opportunities
Montana State University maintains a voluntary list of individuals who are open to being contacted about future research studies. If you are interested in joining this participant community, you may contact Brenna Szott, IRB Program Manager, at (406) 994-4706 or irb@montana.edu. Your choice to join is entirely optional and will not be linked to your participation in this study.
