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Transforming Clinical Research with AI
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AI For Research and 
Translational Informatics 

(ARTI)
End-to-End Clinical Trials 

Efficiency
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Principles for designing AI automated & semi-
automated systems

Protecting from unsafe or ineffective systems

Calibrate use of AI to accomplish the task(s)

Preventing algorithmic discrimination: Design systems in an equitable way

Safeguarding privacy: Ensure protections are hardwired into the design

Declaring when, where, and how AI is being used: Describe in plain language 

Providing the ability to opt out of an AI solution: Support a human alternative when possible
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Artifacts Generated from a Single Source: The Protocol
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The Case for Change: 
AI-Assisted Informed Consent Generation
 Informed consent is the ethical and regulatory foundation of human 

subjects research
Structural limitations to manual processes:

Complexity

Multiple 
participant 
populations per 
protocol, each 
requiring a 
separate, tailored 
consent 
document

Regulatory 
Precision

• Required NIH 
language must 
appear 
verbatim

• Deviations from 
requirements 
creates 
compliance 
risks

Readability 
Standards

Federal 
guidelines 
require 6-8th 
grade reading 
level - Difficult 
to achieve 
consistently

Template 
Variability

Multiple distinct, 
version-
controlled 
templates with 
differing 
requirements

Consistency

Manual 
processes are 
difficult to scale 
and inconsistent 
in quality
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Building the Foundation
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Building the Pipeline
How we got the AI system to do what we needed it to do
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2024 2025
Q1 Q2 Q3 Q4

2026
Q1 Q2 Q3 Q4

Iterative Improvements:
• Based on testers’ feedback
• IRB recommendations
• Structured, multi-stage AI pipeline
• Consent Library integration
• Improved formatting 
• Within-document inline OHSRP 

guidance for selected sections
• Version updates with latest OHSRP 

guidance & requirements (Jan 2026)

From Proof-of-Concept to Pilot System
Proof-of-Concept 
Development:
Clinical Center 
Template Internal testing 

& improvements

User Acceptance Testing:
• Call for testers and feedback
• Thank you to the volunteers:

• NIH IRB
• NCI
• NHLBI
• NIMH
• NIDDK
• NHGRI

Incorporate Additional Templates
• Per IRB recommendations

• Assent templates
• Institute-specific templates
• Model Consent-NIH Lead
• Extramural
• Generic template for external use
• Additional participant cohorts

We are here

Pilot-ready
• Clinical Center template
• Affected patients
• Healthy volunteers
• Family of affected 

patients

Future
• Long-term support
• Continuous 

optimization
• Healthy volunteers
• Patient-friendly 

additions (icons, 
videos, Q&A, 
podcasts, etc.
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• Ready for human review 
& refinement

Consent Form Draft
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• Ready for human review 
& refinement

Consent Form Draft

• Headers and footers preserved
• All required information 

included
• ~3 minutes to generate
• 8th grade reading level
• OHSRP Guidance in comments

Please note: This is a first 
draft and will require 
modification
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• Ready for human review 
& refinement

Consent Form Draft

• Headers and footers preserved
• All required information 

included
• ~3 minutes to generate
• 8th grade reading level
• OHSRP Guidance in comments
• Consent Library integration

Please note: This is a first 
draft and will require 
modification
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• Ready for human review 
& refinement

Consent Form Draft

• Headers and footers preserved
• All required information 

included
• ~3 minutes to generate
• 8th grade reading level
• OHSRP Guidance in comments
• Consent Library integration
• Study drug risks

Please note: This is a first 
draft and will require 
modification
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• Ready for human review 
& refinement

Consent Form Draft

• Headers and footers preserved
• All required information 

included
• ~3 minutes to generate
• 8th grade reading level
• OHSRP Guidance in comments
• Consent Library integration
• Study drug risks
• Highlight areas where 

decisions must be made

Please note: This is a first 
draft and will require 
modification
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Literature Review
Conduct literature 
search to identify & 
adapt lay trial 
summary template 
& review 
requirements for key 
content with existing 
guidance

2

LLM Utilization
Use LLMs to extract 
key trial information 
including objectives, 
methods, results, and 
implications and to 
generate initial drafts 
of lay summaries by 
simplifying complex 
medical jargon

3

Expert Review
Engage clinical & 
communication 
experts to review 
and refine the 
summaries, including 
patient advocates 
and clinicians

4

Elicit Feedback
Incorporate 
feedback from 
patient 
representatives to 
ensure key content, 
clarity, literacy level, 
acceptability, and 
relevance

5

Generate Summary
Produce the final 
lay summaries for 
dissemination

Lay Abstract: Prototype Development With
Humans-in-the-Loop at All Steps
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One page
4th grade 

reading level

Ready for 
human 

review & 
refinement

Protocol Lay-Person Summary

© 2025 Washington University in St. Louis

https://politilab.wustl.edu/research/project-score/study-aims/
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Accessing the Tools
Research Optimizer
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Attach Protocol 

Select study
group

Choose Lay-Person 
Summary

Click Generate



Monitor progress 
(can take ~3 minutes
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Download all as a zip file

Download individual 
documents

a

b

Take the optional survey
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How to Access Research Optimizer Platform

 https://researchoptimizer-stage.cancer.gov/tools/consent-crafter
 If working remotely or teleworking, must be on VPN
 Authentication Required
 Agree to Terms of Use
 Issues, Feedback, Questions: 

ctribresearchoptimizer@mail.nih.gov
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Known Issues and Future Development
Issues

 Exceeded usage limits – Resolved

 Finish tasks even when usage limit 
reached – Resolution soon

Piloting Across NIH
 Consent Generation

 Lay-Person Research Summary

 Spanish Language Translation

Active Development
 Pre-IRB Protocol Advisor – 26Q4

 Protocol data abstraction – 27Q2

 Digital Protocol Composer – 27Q3
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Questions?


