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House Keeping

• You have my consent to take photos, use quotes and tag me 

online if you find anything useful

 LinkedIn: hosseinimohammad

 Bluesky: @mhmdhsini

• Introduced apps or studies are not endorsed



Use of AI in Preparing IRB Applications

• Detailed and time-consuming process



Use of AI in Preparing IRB Applications



Use of AI in Preparing/Enhancing Consent Forms



Use of AI in Reviewing IRB Applications



Ethical Issues of Using AI in Preparing and 
Reviewing IRB Applications
• Errors

• Biases

• Incomplete or inaccurate literature reviews

• Confidentiality

• Deskilling

IRB applications are not published
Attributions remain unclear



Conclusion

• AI cannot make value-based judgements

• Ethical planning, oversight and reasoning should rely 

on humans

• When is the right time to employ AI?

• Guidelines are needed
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AI in IRB Review: A 
Resource–Risk 
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Responsible AI Requires Resources
• Feedback loops – issues 

reporting & monitoring (88%)
• Data privacy – secured 

integrations (85%)
• Training – ongoing education 

(84%)
• Validation & monitoring – 

proven safety & audits (82%)
• Human oversight – 

reviewer/physician time (79%)
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 See AMA Physician AI Sentiment Report, 2025

https://www.ama-assn.org/system/files/physician-ai-sentiment-report.pdf


System Readiness & Resource Divide
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 See Health System Readiness for Artificial Intelligence

 See NTT Data: Global GenAI Report How organizations are 
mastering their GenAI destiny in 2025

https://elicitinginsights.com/wp-content/uploads/2025/07/Overview-Health-System-Readiness-for-AI.pdf
https://dam.nttdata.com/api/public/content/NTT-DATA-Inc-Global-GenAI-report-infographic?v=05af6ab5&_gl=1*gijkhf*_ga*MTA2MDI2NTg3NC4xNzU1NTUzODYz*_ga_QYGNEPJ1C2*czE3NTU1NTM4NjMkbzEkZzEkdDE3NTU1NTQxODckajQ5JGwwJGgw
https://dam.nttdata.com/api/public/content/NTT-DATA-Inc-Global-GenAI-report-infographic?v=05af6ab5&_gl=1*gijkhf*_ga*MTA2MDI2NTg3NC4xNzU1NTUzODYz*_ga_QYGNEPJ1C2*czE3NTU1NTM4NjMkbzEkZzEkdDE3NTU1NTQxODckajQ5JGwwJGgw


What Does this Mean for IRBs?
• More targeted, more 

controlled -> Small, less 
resourced IRBs

• Deeper integrations, with 
multi-layered safeguards -> 
Larger, more resourced IRBs
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Institutional Risk Tolerance Drives AI Scope
• Conservative vs. permissive interpretations of 

regulations determine whether AI stays in an 
advisory role or edges closer to decision support.

• Institutions with low appetite for reputational, 
legal, or accreditation risk will fence AI use tightly; 
those with higher tolerance may pilot bolder 
applications.

• Appetite must be matched to capacity—risk-
tolerant adoption without monitoring resources 
creates disproportionate exposure.

• Leadership priorities, innovation incentives, and 
peer benchmarking often drive appetite as much as 
compliance obligations.
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 See A practical framework for appropriate 
implementation and review of artificial intelligence 
(FAIR-AI) in healthcare

https://www.nature.com/articles/s41746-025-01900-y?fromPaywallRec=false
https://www.nature.com/articles/s41746-025-01900-y?fromPaywallRec=false
https://www.nature.com/articles/s41746-025-01900-y?fromPaywallRec=false
https://www.nature.com/articles/s41746-025-01900-y?fromPaywallRec=false
https://www.nature.com/articles/s41746-025-01900-y?fromPaywallRec=false


Swiss Cheese Model: Borrowed from 
patient safety, Adapted to IRB Oversight
• Layer 1: Researcher diligence

• Mandatory revision of AI drafts
• Checklist confirmations

• Layer 2: System safeguards
• AI flags inconsistencies, missing sections
• Audit logs of AI use

• Layer 3: IRB reviewer checks
• Human verification of risk/benefit
• Focus on consent, vulnerable groups

• Layer 4: Ongoing training & monitoring
• Training for researchers + IRBs
• Policies on acceptable AI use
• Ongoing QA/auditing 

Hazards

Losses prevented

Defensive Layers (Controls)

Loss not
prevented 
(Incident)

Near 
miss
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 See The Swiss Cheese model of safety incident causation

https://oercollective.caul.edu.au/conceptual-guide-whs-hr-managers-nz-au/chapter/theory-1-swiss-cheese/


Scaling Oversight to Your Context
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AI use needs ongoing training, not one-time 
orientation.

Define where AI assists vs. where human judgment is 
required.

Treat AI like studies — continuous review and 
auditing.

Oversight should match resources (dashboards vs. 
spot-checks).



Low-Resource, Low-Risk AI Use Cases
• FAQ chatbots trained only on official 

policies
• Basic document formatting checks
• Intake completeness scans
• Proactive education tools that walk 

investigators through requirements before 
submission
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Pre-submission
Intake 

(pre-review)



Medium-Resource AI Use Cases
• Drafting structured review summaries
• Cross-checking protocols against IRB 

checklists
• Flagging omissions or inconsistencies
• Suggesting precedent from similar cases
• Must include HUMAN in the loop (HITL)!
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Review 
 See Human-in-the-Loop Testing for LLM-Integrated Software for QA frameworks to 

reduce hallucinations, bias, and prompt injection.

 See Formalising Human-in-the-Loop for typologies of oversight, failure modes, and 
legal–moral responsibility.

https://d197for5662m48.cloudfront.net/documents/publicationstatus/258093/preprint_pdf/84c8927f8e00cfe1ff18ece9f6950dca.pdf
https://d197for5662m48.cloudfront.net/documents/publicationstatus/258093/preprint_pdf/84c8927f8e00cfe1ff18ece9f6950dca.pdf
https://d197for5662m48.cloudfront.net/documents/publicationstatus/258093/preprint_pdf/84c8927f8e00cfe1ff18ece9f6950dca.pdf
https://d197for5662m48.cloudfront.net/documents/publicationstatus/258093/preprint_pdf/84c8927f8e00cfe1ff18ece9f6950dca.pdf
https://d197for5662m48.cloudfront.net/documents/publicationstatus/258093/preprint_pdf/84c8927f8e00cfe1ff18ece9f6950dca.pdf
https://d197for5662m48.cloudfront.net/documents/publicationstatus/258093/preprint_pdf/84c8927f8e00cfe1ff18ece9f6950dca.pdf
https://d197for5662m48.cloudfront.net/documents/publicationstatus/258093/preprint_pdf/84c8927f8e00cfe1ff18ece9f6950dca.pdf
https://d197for5662m48.cloudfront.net/documents/publicationstatus/258093/preprint_pdf/84c8927f8e00cfe1ff18ece9f6950dca.pdf
https://d197for5662m48.cloudfront.net/documents/publicationstatus/258093/preprint_pdf/84c8927f8e00cfe1ff18ece9f6950dca.pdf
https://arxiv.org/pdf/2505.10426
https://arxiv.org/pdf/2505.10426
https://arxiv.org/pdf/2505.10426
https://arxiv.org/pdf/2505.10426
https://arxiv.org/pdf/2505.10426
https://arxiv.org/pdf/2505.10426
https://arxiv.org/pdf/2505.10426
https://arxiv.org/pdf/2505.10426


High-Resource, High-Responsibility AI 
Use Cases
• Predictive post-approval monitoring
• Identifying systemic risks across protocols
• Compliance database integration
• Human in the loop: constant oversight 

structure
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Post-
determination



Human-in-the-Loop: Oversight in Practice
Defines use cases, data flows, failure 
modes; policy sign-off.

Verifies AI flags; document accept/reject 
with rationale.

Conducts QA sampling, incident/near-
miss logging, periodic recalibration.

Any output affecting determinations is 
independently reviewed; never auto-
approve.

2025  AAHRPP Webinar Series 31



Insights from Our IT Neighbors
• Audit logs: Robust logs should capture:

• Data lineage (origin and transformation of datasets)
• Model versioning (which model was used)
• Traceability (which human reviewer acted on AI output)

• De-identification standards: 
• Safeguards against re-identification and alignment to governance policies.

• Vendor vetting: Contracts with AI vendors must address:
• Data ownership
• Breach notification
• Right to security audits

• Risk evaluation:
• Adapting existing frameworks
• Framework-guided evaluation
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 See ISO/IEC 27001 vendor controls and NIST CSF 
2.0: Updated Third Party & Supply Chain Risk 
Management

https://www.iso.org/standard/27001
https://nvlpubs.nist.gov/nistpubs/CSWP/NIST.CSWP.29.pdf
https://nvlpubs.nist.gov/nistpubs/CSWP/NIST.CSWP.29.pdf
https://nvlpubs.nist.gov/nistpubs/CSWP/NIST.CSWP.29.pdf


Adoption Test: Use Only When All Are True
The IRB makes the determination, not AI.
Reviewers can interrogate outputs; logs exist 

for QA.
No identifiable data enters models without 

explicit safeguards.
People and process for training, incidents, 

updates.
If efficiency reduces transparency/control, do 

not use.
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Your resources, risk 
tolerance, and 

safeguards
determine your AI 

adoption curve!
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Adopt AI Responsibly

• Match adoption to monitoring 
capacity

• Keep humans in the loop
• Ethics first, efficiency second
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 See Responsible artificial intelligence 
governance: A review and research framework

https://www.sciencedirect.com/science/article/pii/S0963868724000672#t0020
https://www.sciencedirect.com/science/article/pii/S0963868724000672#t0020
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How AI tools might be 
incorporated into the IRB 

review process or to support 
other IRB and HRPP functions.

Swapnali Chaudhari, MBBS, MS, CRC/CRA 
Director, IRB/HRPP 

Rutgers, The State University of New Jersey



Disclosure Statement
I have relevant personal/professional/financial relationship(s) 

with respect to this educational activity with the following organization(s):
AAHRPP

Site Visitor

372025 AAHRPP Webinar Series



AI and IRB Partnership
AI and IRB: A Symbiotic 
Relationship, Not a Takeover

Streamline IRB operations
Support application checks
Human expertise remains 

essential
AI as partner, not 

substitute
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Enhancing IRB Operations Through Improved 
Communication and AI
• Clear PI communication 

drives timely review
• Six-week AI vs. human study
• AI helps, experts remain 

essential
• Next: hybrid models & eIRB+ 

integration
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The IRB's 24/7 "Answer Man" The Research Bot

The Research Bot
• Three Models of Use
• Easy Access to Info
• Downloadable Transcripts
• Feedback Driven
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Education with Pictograms
• Meeting Compliance 

Demands with Strategy
• Transitioning From Lectures 

To "Bite-Sized" Learning
• Infographics as a 24/7 

Resource
• Boosting Engagement 

through Two-Minute Briefs
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AI and Office for Research Partnership
• AI-Powered Contract Pre-

Review
• Strategic Insight from 

Sponsored Data
• Enhanced Research Portfolio 

Mapping
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Next Innovations
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ADDING AI TOOLS FOR THE 
IRB PRE-REVIEW PROCESS.

AUTOMATING REVIEW OF 
EXEMPT SUBMISSIONS.

DEVELOPING A PREDICTIVE 
AI MODEL.
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Reference List:
• The ethics of using artificial intelligence in scientific research: new 

guidance needed for a new tool
• Beyond principlism: Practical strategies for ethical AI use in research 

practices
• When combinations of humans and AI are useful: A systematic review 

and meta-analysis
• Augmented Intelligence Framework for Human–Artificial Intelligence 

Teaming in Cybersecurity.
• NIST Researchers Suggest Historical Precedent for Ethical AI Research.
• "Does Black Box AI In Medicine Compromise Informed Consent?" 

https://rdcu.be/eI3Xs
https://rdcu.be/eI3Xs
https://rdcu.be/eI3Xs
https://rdcu.be/eI3XH
https://rdcu.be/eI3XH
https://rdcu.be/eI3XH
https://rdcu.be/eI3XH
https://rdcu.be/eI3XH
https://rdcu.be/eI3XM
https://rdcu.be/eI3XM
https://rdcu.be/eI3XM
https://rdcu.be/eI3XM
https://rdcu.be/eI3XM
https://rdcu.be/eI3XT
https://rdcu.be/eI3XT
https://rdcu.be/eI3XT
https://rdcu.be/eI3XT
https://rdcu.be/eI3XT
https://www.nist.gov/news-events/news/2024/02/nist-researchers-suggest-historical-precedent-ethical-ai-research
https://www.nist.gov/news-events/news/2024/02/nist-researchers-suggest-historical-precedent-ethical-ai-research
https://www.researchgate.net/publication/391705777_Does_Black_Box_AI_In_Medicine_Compromise_Informed_Consent
https://www.researchgate.net/publication/391705777_Does_Black_Box_AI_In_Medicine_Compromise_Informed_Consent


Thank You!
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