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Thomas Jefferson University | Jefferson Office of Human Research Protection 
Research Involving AI Screening Form
Purpose of this Form
This questionnaire ensures that the Jefferson can appropriately evaluate the risk of proposed research and/or need for additional review within the enterprise:
Please complete this form in its entirety. This form will be used by relevant offices in the HRPP to review your study protocol. You should only be asked to complete this form once.
	SECTION 1 — Study Overview

	Jefferson Principal Investigator:
	

	Sponsor:
	
	Department:
	

	Study Title:
	

	Briefly describe the study purpose:

	



	SECTION 2 — Nature of the AI Involvement

	This section will assist in determining the appropriate contractual and review pathway.

	Does this study involve artificial intelligence (AI), machine learning (ML), deep learning, large language models, or other algorithmic decision systems?
	☐Yes
☐No

	AI System Name and Version:
	

	Type of System (check one):

	☐ Commercial/public product (no modification or custom instructions)
☐ Commercial/public product (modified). E.g., using custom prompts or creating a chatbot in Claude. Describe any modifications below. 
☐ Developed by the research team and/or otherwise not a commercial/public system. Explain what type of system it is (LLM, rules-based chatbot, imaging processing algorithm, etc.), how it was developed, and what data it was trained on below.

	Describe below:

	

	Will participant or other inputs be used to train, adapt, or refine the system (either during the study or in general)? Note: Most free online platforms like ChatGPT do retain and use any data for training future models. Using Jefferson Co-pilot (by signing in with your Jefferson account) will not cause data to be retained for future model training. 
	☐Yes
☐No

	What are any potential risks or problems that could result from false positives/incorrect outputs/ biases/hallucinations/other unexpected behavior?

	

	How might any risks be minimized? For example, using human review of outputs, validation checks, referring participants to an expert.

	



	SECTION 3 — Commercial Intent & Downstream Use

	Check whichever option best applies to how the AI system will be used in the study and address any follow-up questions.

	☐ Behavioral intervention or interaction. Participants use or interact with the system while researchers monitor how participants use the system and/or how the interaction changes their behavior.

· Describe how participants interact with the platform and expected input/outputs. What will be the communication mode (text, audio, video, etc.)? What data will the participant provide, and what will the system return?  

· Submit all instructions, prompts, or guidance participants will receive (including any verbal instructions) as separate documents. 

· Consider providing a sample or a mock interaction demonstrating how participants will engage with the system to facilitate IRB review. This sample interaction may help the IRB evaluate your intervention or interaction. Please note that this may be requested by the IRB, as needed, to facilitate review. 

☐ Data analysis or data processing. For example, using AI transcription services or using AI to process data such as medical images or large data sets.

· Describe how the system will be used to analyze the data.   

· Describe expected input/outputs. What information will the system take in and what data will it output? 

· Is any data input into the AI system identifiable? 
☐ Directly identifiable (e.g. names, contact information, etc)
☐ Coded
☐ Anonymous/not-identifiable.
☐ Indirectly identifiable or recognizable (e.g. images, audio, or video recordings of participants). Please explain: 

☐ Development of research prompts, scripts, or other material. For example, having AI develop intervention images or writing fake new stories to be used as intervention material. 

· What will the system create or develop?

· What steps will the research team take to ensure the accuracy and appropriateness of materials? 

· Will participants be informed that materials were AI generated? Why or why not? If yes, will they be informed before or after participation? 

☐ Development or testing of a new system, algorithm, tool, or device

· Describe the intended end-use of the system: 

· Will or might the new AI system/tool/device be used (either as a primary goal or secondary goal) to evaluate, diagnose, help prevent, track, provide therapy, or mitigate (including symptoms of and side effects) any conditions or diseases (including, but not limited to, mental health conditions such as ADHD, substance use disorder, dementia, etc)? Describe why or why not: 

· Will results be returned to participants and/or impact any participant experiences? 

☐ Other: 




	SECTION 4 — Commercial Intent & Downstream Use

	Is the AI product intended for commercial deployment?

	☐No — Academic use only
☐ Yes — Currently commercial
☐Yes — Intended for future commercialization
☐Undetermined

	Jefferson data will be used to:
	☐Validate performance only (no model modification)
☐Retrain or fine-tune model weights
☐Improve future commercial versions
☐Support regulatory submission
☐Other (describe):

	Will Jefferson data be incorporated into model parameters or weights such that it cannot be removed or isolated after training?
	☐Yes
☐No
☐Not sure

	Will the sponsor retain Jefferson data after completion of the study?
	☐Yes
☐No

	If yes, describe the duration and purpose:

	







	SECTION 5 — Data Scope & Handling

	Jefferson data to be used (check all that apply):

	☐De-identified data
☐Limited data set
☐PHI

	Sources of data to be used (check all that apply):

	☐Imaging
☐Genomic
☐Clinical notes
☐Structured EHR data
☐Audio
☐Video
☐Other (describe):


	Data will be collected:

	☐Retrospective collection
☐Prospective collection
☐Clinical trial with a consent

	Will Jefferson data be transmitted, stored, or processed outside of Jefferson-controlled systems?
	☐No
☐Yes — Sponsor/Commerical environment
☐Yes — Academic environment
☐Yes — Other (describe):

	Where will model training or processing occur?

	☐ Jefferson-controlled environment
☐ Sponsor/Commerical environment
☐ External Academic environment
☐ Other (describe):


	Describe the security safeguards and controls in place to protect Jefferson data:

	



	SECTION 6 — Jefferson Role & IP Considerations

	Jefferson’s role in this project:
	Jefferson will receive:

	☐Research funding only
☐Milestone payments
☐Royalty rights
☐ Revenue share
☐Equity
☐Joint IP ownership
☐ None
	☐Clinical research site only
☐Data provider
☐Validation partner
☐Co-developer
☐Contributor of intellectual property or know-how



	SECTION 7 — Regulatory Pathway	Comment by Crystal Duncan: Information looks good, formatting needs to be fixed.

	Is the AI product intended for FDA submission?
	Has the product previously received FDA clearance or approval?

	☐No
☐Yes – 510(k)
☐Yes – De Novo
☐Yes – PMA
☐Yes – Other Regulatory Pathway
	☐No
☐Yes (provide details):





	SECTION 8 — External Partner Considerations

	Please confirm the following:

	☐Jefferson data will not be used for unrelated model training.
☐Jefferson data will not be used beyond the scope of the approved protocol without written authorization.
☐The external partner will disclose any material change in commercial intent.
☐The external partner has the legal right to use any third-party data incorporated into the model.



	SECTION 9 — Consent Considerations

	Most consent forms and exempt information sheets should include (using plain lay language):
•	What the AI system is and how it will be used.
•	How participants are asked to interact with the AI system.
•	Possible AI-related risks (e.g., errors, hallucinations, bias).
•	Privacy/confidentiality related to any data input into the system (especially if data will train the system or will go to a third-party vendor such as ChatGPT).
•	Whether participants’ data can be withdrawn once entered into the system.

What should be included can vary depending on the study and applicability. Note that a requirement of informed consent, under 45 CFR 46.116(a)(4), is:
“The prospective subject or the legally authorized representative must be provided with the information that a reasonable person would want to have in order to make an informed decision about whether to participate, and an opportunity to discuss that information.”



Please be sure to attach the study protocol and any supporting materials to the submission form. 
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