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Supplemental AI Form

Please complete one form for each AI tool you plan to use as a part of the research protocol. Upload the completed form to your IRB application’s supporting documentation..

1. [bookmark: Text1]Name of AI tool:      

2. Is the AI tool…
[bookmark: Check6]|_| Commercially available with no modification
[bookmark: Check7][bookmark: Text3]|_| Commercially available with modification – specify what the modification(s) is/are:      
[bookmark: Check8][bookmark: Text4]|_| Purpose built – by whom:      

3. Is the AI tool…
|_| Connected to a Cloud accessible to people external to NC State?
|_| Connected to a Cloud accessible only to people internal to NC State or those listed on the IRB protocol?
|_| Only connected to local NC State networks and not accessible to any cloud.
|_| Other – please explain:      

4. Is the AI tool approved by NCSU OIT?
[bookmark: Check15]|_| Yes
|_| In process
[bookmark: Check16]|_| No, – please explain why this tool is intended for use:      

5. For an AI tool that will either be modified or purpose-built by members of the research team or others, please answer the sub questions below or, if not applicable, state “N/A.”

a.  How was/is the AI tool trained?
[bookmark: Text6]     

b. Where does the training data the AI tool uses come from?
[bookmark: Text7]     

c. How is the training data adequately representative? If it is not adequately representative, provide a scientific justification or research procedure related justification for using the AI tool.
[bookmark: Text8]     

d. Describe the stakeholder or community input incorporated into the AI tool that you plan to use.
[bookmark: Text9]     

6. What part of the research protocol is the Al tool involved with? (e.g., data collection, data analysis; use of AI for consent is not allowable)
[bookmark: Text11]     

7. What internal parameters and limits does the AI tool have within its planned use to address risks of the research, including but not limited to, participant privacy and data confidentiality?
[bookmark: Text12]     

8. If the AI tool will be used with participants as an intervention, how will you monitor the AI tool for bias responses and recommendations and unanticipated problems? In your response, discuss how often the monitoring will occur and how often the cumulative data will be reviewed.
[bookmark: Text13]     

Participants
9. Is the AI tool accessible to those with disabilities (e.g., low/no vision, neurodiverse, etc.)? If not, provide a scientific justification for use given the inclusion/exclusion criteria.
[bookmark: Text21]	     

10. Is the AI tool accessible to those without experience using AI (e.g., elderly individuals)? If not, provide a scientific justification for use given the inclusion/exclusion criteria.
[bookmark: Text22]	     

11.  If participants will not know that they are interacting with AI, please attest by checking “Yes” that the IRB application provides a scientific justification for deception in research and provides a plan for how participants will be debriefed. Remember to upload the debriefing materials to the supporting documentation section of your IRB application.
[bookmark: Check45]|_| Not applicable
[bookmark: Check46]|_| Yes

AI Tool Specific Research Interactions and Interventions
12.  How will research participants interact with the AI tool?
[bookmark: Text24]	     

13.  If the AI tool will interact/intervene with participants, explain how participants will know what AI tool responses are valid, invalid due to tool’s “hallucination,” or invalid due to the AI tool’s ineffective training?
[bookmark: Text25]     

14. For biomedical research or other research involving treatment - what established process will run concurrently to ensure that the AI tool’s intervention/interaction are in line with current evidence based best practices? Include in your response why you have chosen that process over others available for use. 
[bookmark: Text26]	     

15.  For more than minimal risk research or research that may address physical or mental health, how will you monitor the interactions participants have with the AI tool?
[bookmark: Text27]	     

16.  For more than minimal risk research or research that may address physical or mental health, what is your safety plan to ensure participant safety and data integrity during and after the intervention?
[bookmark: Text28]	     

17.  If the AI tool will be translating participant facing materials, discuss the non-AI process that will check the materials for content accuracy. 
[bookmark: Text29]	     


AI Tool Specific Data Management

18. What participant data will the AI tool access, collect, or analyze? List the participant direct or indirect identifiers involved, the data sensitivity level for each identifier and the dataset overall, and what laws the data is subject to (e.g., FERPA, HIPAA, CCPA, GDPR, NC Parents Bill of Rights, etc.). 
· Note: Identifiable/re-identifiable data must not be inputted into any GAI tool and there are limits to what data one is allowed to put into other AI models. 
· Note: Please review the NC State IRB guidance on artificial intelligence in human subjects research (Word document) for more detailed information along with the NC State Data Classification Table (Google Sheet) and the  identifiable/re-identifiable data guidance (Word document).

List the direct identifiers the AI tool will access, collect, or analyze:

List the indirect identifiers the AI tool will access, collect, or analyze:
[bookmark: Text41]     

What is the identifiability of this data: 
[bookmark: Check41]|_| Identifiable
[bookmark: Check42]|_| Re-identifiable
[bookmark: Check43]|_| De-identified
[bookmark: Check44]|_| Anonymous

What is the “data sensitivity” level per the NC State Data Classification Table:
     

What applicable laws are the data subject to: 
     


19. For studies with a certificate of confidentiality (hereafter, a CoC), discuss how the AI tool will comply with the terms of a CoC, including protecting covered information against compelled disclosure. You can find this information in the AI tool’s terms of service (TOS) and the end user licensing agreement (EULA) as they should match the CoC limits.
[bookmark: Text39]     

20. For studies with contractual agreements around data sharing (e.g., data use agreements, data sharing plans, repository plans), discuss how the AI tool will comply with contractual agreements given participant consent and the nature of AI tools.
[bookmark: Text40]     


AI Tool Use in Biomedical Research, Medical Devices, Software Applications, and/or Wearables
Please skip this section if it does not apply to your study.

24. Will the AI tool used to diagnose, treat, cure, or prevent disease or other conditions in humans or animals? 
[bookmark: Check22]	|_| No.
[bookmark: Check23]	|_| Yes. If yes, please answer the subsequent questions:

24a. How will the AI tool be used with participants and/or their data?
[bookmark: Text14]     

24b. Will the AI tool inform (i.e., supports non-AI decision-making) or drive (makes decisions independently) decisions?
[bookmark: Check24]|_| No
[bookmark: Check25]|_| Yes – Inform.
[bookmark: Check26]|_| Yes – Drive. 

24c. If the use of the AI tool is experimental, please explain why the use is experimental and provide a scientific justification for why the AI tool must be used to answer the research question(s).
[bookmark: Text15]     

25. Is the AI tool a medical device (opens in a new window)?
[bookmark: Check27]|_| No
[bookmark: Check28]|_| Yes – if yes, please answer the following questions:

	25a. Is the AI tool part of software/hardware/machine that is used as a medical device (opens in a new window), but the medical device does not rely on the software/hardware to function?
[bookmark: Check29]|_| Yes
[bookmark: Check30]|_| No

25b. Is the AI tool part of software/hardware/machine/device that depends on the AI tool to function? 
[bookmark: Check31]|_| Yes
[bookmark: Check32]|_| No

25c. Has the AI tool been cleared or approved by the FDA for the same purpose and use as it will function in this study?
[bookmark: Check33]|_| Yes
[bookmark: Check34]|_| No

25d. Is the AI tool a diagnostic technology that is exempt from FDA requirements (open in a new window), and is being used either within FDA approved labeling, for consumer preference testing, or testing a combination of two or more FDA legally marketed devices? 
[bookmark: Check35]|_| Yes
[bookmark: Check36]|_| No


25e. Is the AI tool subject to FDA requirements (open in a new window) and being tested for safety or efficacy either alone or in combination with other software/hardware/device(s)?
[bookmark: Check39]|_| Yes
[bookmark: Check40]|_| No

25f. What reliable non-AI tool/process will run concurrently to ensure that the AI tool’s diagnosis, treatment, cure, and/or prevention intervention(s) are in alignment with standard of care or current evidence-based best practices?
[bookmark: Text16]     

25g. What is your safety plan to ensure participant safety and data integrity during and after the use of the AI tool?
[bookmark: Text17]     

25h. What are the reporting mechanisms for communicating issues with the AI tool with participants and AI tool users?
     

