[bookmark: _7sf4ulhlznl]INSTRUCTIONS: Delete this section before finalizing your consent form for submission with your IRB protocol application. Modify the language as appropriate for your study. Throughout this template, replace all italicized instructions and guidance (text in this font color) and complete all highlighted fields with study-specific information. Ensure that each highlighted section is filled in with relevant details for your study, remove any placeholder text, and delete any sections that do not apply to your research before submitting the final consent form.
Artificial Intelligence (AI) Use in Human Subjects Research Informed Consent Template

“Insert Study Title Here”

[bookmark: _ej92ywxk9ri2]Introduction
My name is [PI Name], and I am affiliated with [Department/Institution] at San Diego State University (SDSU).
*If applicable* My faculty advisor is…
I am asking you to participate in a research study about [brief description of topic].
You were selected to participate because [reason for selection].
[If funded: This research is funded by [Agency Name].

[bookmark: _3knfo8km8afc]Who Should I Contact If I Have Any Questions?
Principal Investigator:
SDSU Department:
Address:
Phone:
Email:

*If applicable* Co-Investigator/Faculty Advisor :
SDSU Department:
Phone:
Email:

*If applicable*Co-Investigator:
SDSU Department:
Phone:
Email:

[bookmark: _e0vpop5qhndy]Important Things to Know
This section must include a brief description of the information a prospective participant or their legally authorized representative would need to make an informed decision regarding participation. This is an “elevator pitch.” The idea is that if the prospective participant did not read any other section of the document that follows, they would have enough information to decide whether to participate. This section must include a statement that participation is voluntary, and the reasons that they might want to participate and the reasons that they might not.
1. Indicate if the research is funded, and if so, indicate the funding agency
2. I am asking you to participate in a research study about...
3. You were selected to participate because...
4. You might want to participate in this study because... You might not want to
participate because...
5. Indicate what the participant will be asked to do during the research.
6. Indicate the time required for participation.
7. Indicate the risks involved with participation.
8. Note any benefits to the participant or others.

[bookmark: _7h2x05a3qqhe]Purpose of the Study and AI Use
This study uses artificial intelligence (AI) tools to assist with [list specific tasks, e.g., recruiting participants, organizing responses, analyzing data, interpreting results, generating summaries]. AI will not make decisions about your participation or your physical or mental health, condition, or well-being without human oversight.
The purpose of this research is to [develop/validate / test / evaluate] an AI-supported process designed to [plain language description of function]. All AI outputs will be reviewed by qualified members of the research team.
You have the right to know how your data is used. AI will be applied only to the tasks described in this consent form.

[bookmark: _wzcr509b05pg]What You Will Be Asked to Do
Explain in simple, non-scientific language what will happen to the participant or what they will be asked to do in the study. Describe the participant time commitment for each component, as well as the total time for participation. All procedures listed in the IRB application and funding proposal should be described, and any experimental procedures (interventions, manipulations, treatments) specifically noted.
If you agree to participate, you will be asked to:
· [Describe activities: complete surveys, participate in interviews, interact with an AI system, allow review of records, etc.]
· [If applicable] Interact with an AI tool that will [describe function in simple terms].
· [If applicable] Allow the research team to use your [describe type of data: text responses, images, audio recordings, academic records, etc.] for AI-supported analysis.
Your participation will take approximately [time estimate].
If interviews or focus groups are included:
· [Indicate whether sessions will be audio or video recorded.]
· Recordings will be retained for [time period] and then securely deleted.
AI systems will process only the data necessary for the study.

[bookmark: _vjp0wuhxs4xb]Risks and Discomforts
In simple, non-scientific language, describe any reasonably foreseeable risks or discomforts: 
· Legal risks (e.g., possibility of discovering activities that may require reporting to authorities, possibility of being arrested)
· Physical risks (e.g., nausea, muscle aches, rashes, infection, discomfort)
· Social or economic risks (e.g., loss of confidentiality; effect on financial standing, employability, or insurability)
· Emotional risks (e.g., feelings of sadness or anxiety)
The most common risk in this type of research is a potential breach of privacy.
Although we take steps to protect your information, there is a small risk that data processed by AI systems could be exposed or, in rare cases, re-identified.
Other possible risks include:
· AI-generated summaries or analyses may contain errors.
· AI responses may occasionally feel repetitive, confusing, or inaccurate.
· In rare situations, AI systems may generate unintended or inappropriate content.
All AI outputs will be reviewed by researchers to reduce these risks.
You may refuse to answer any question or stop participating at any time without penalty.

[bookmark: _88tywnof5f2r]What if I Am Injured During My Participation?
San Diego State University and the San Diego State University Research Foundation do not have a program or any policies for compensating subjects for injury or complications related to human subjects research, but the study personnel will assist you with getting treatment as appropriate.

[bookmark: _nvsy36mgkx4l]Benefits
Describe any probable benefits of participation. Be sure to distinguish between a likely direct benefit (e.g., from therapeutic or intervention research) and a possible indirect benefit (e.g., reflecting on an experience may lead to a better understanding of oneself).
You may or may not receive direct benefits from participating in this study.
If there are no direct benefits:
There are no direct benefits to you from taking part in this research. Your participation may help improve how AI tools are developed, evaluated, and used responsibly in research and professional settings.
If applicable:
You might want to participate in this study because [describe potential benefit]. You might not want to participate because [describe possible inconvenience or discomfort].
Note: Compensation, financial incentives, learning about how experiments are conducted, receiving a gift, or earning extra credit for being a research participant are not “benefits” and should not be listed here.


[bookmark: _5sd08dpkx93j]Privacy and Confidentiality
Explain briefly, and in lay terms, how you will protect the participant’s privacy and/or confidentiality. 
· De-identification of data 
· If you will completely de-identify data, or keep identifying information separate from research data (e.g. signed consent forms kept separate from the survey data and the two will not be connected)
· If you plan to keep identifying information with the data, state this here
· If you are not planning to collect any identifying information at all (as in anonymous surveys). 
· Physical security of data/research files
· Who will have access to identifying information
· How will sensitive data be kept secure in an electronic environment
Your personal information will be protected through [anonymization, coding, encryption, secure storage] .
AI systems will process only the data necessary for the study and will comply with applicable privacy regulations (e.g., HIPAA, if applicable) .
Additional protections include:
· Removing direct identifiers when possible
· Limiting access to research staff
· Secure, password-protected storage systems
If third-party AI tools are used:
· [Name of tool/service] will process [describe type of data].
· You may review their privacy policy here: [insert link].
· [State clearly whether the company may or will not use your data to train its AI systems.]
We will follow a plan to minimize the risk of loss of privacy .

[bookmark: _bbpo8smscsgy]Future Use of Data
Your de-identified data may be used in future research studies or shared with other researchers to advance science and health. If shared, any information that could identify you will be removed.
Despite these measures, we cannot guarantee anonymity of your personal data, as once data has been incorporated into AI model training, it may not be possible to fully withdraw that information from the trained system.
If applicable (NIH-funded studies):
There is a policy at the National Institutes of Health (NIH) about the data collected for this study. The data collected will be made available to other scientists after removing identifying information.

[bookmark: _wtj4y6ibsfj]Voluntary Participation
Explain that the participant's involvement is voluntary, the participant may refuse to participate before the study begins, discontinue at any time, or skip any questions/procedures that may make him/her feel uncomfortable, with no penalty to him/her, and no effect on the compensation earned before withdrawing, or their academic standing, record, or relationship with the university or other organization or service that may be involved with the research. 
Participation in this study is voluntary.
You may withdraw at any time without penalty. If you withdraw, your data will be removed from future AI processing to the extent possible.
Participation will not affect your relationship with [institution].

[bookmark: _q3aeu52w604]Costs and Compensation
Participation [will / will not] cost you anything. (For example, parking or travel costs)
You [will / will not] be paid for your time. If payment is provided, you will receive [amount and method].
Indicate whether the participant will receive incentives/compensation or extra credit for being in the study. If participants will not receive any incentives, state this.  If students will receive course credit for participation, ways of earning equivalent credit without participating in the research should be described here.

[bookmark: _xamjfnden5hh]Questions
Do you have any questions about participation?
☐ Yes ☐ No
Do you feel comfortable beginning participation?
☐ Yes ☐ No
Explain how the participant can contact you with questions or concerns:
If you have further questions, contact:
[Principal Investigator Name, phone, email]
[If student PI: Faculty Advisor contact information]
If you have questions regarding your rights as a research participant, to offer input, or to share concerns about the research, contact the SDSU Human Research Protection Program at: irb@sdsu.edu or 619-594-6622.

[bookmark: _ufz670vde0i4]Signature (if applicable)
If a waiver of documentation (signed) consent is requested and issued by the IRB add the following statement regarding optional signature. If a waiver has not been granted by the IRB, remove the statement:  
“I have been told that my signature is not required, but I may choose to sign the consent form anyway.”
Name of Participant ___________________ Date ___________
Signature of Participant __________________ Date ___________
Signature of Person Conducting Consent Process ____________ Date ___________

You will be given a copy of the consent document.
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