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A Globalizing Clinical Trials Landscape

Image generated using ChatGPT
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Global Expansion of Clinical Trials Calls for Greater 
Operational Efficiency

Startup 
Timelines

Longer site activation driven 
by administrative processes

Documentation 
Burden

High volume of required 
materials across approvals 

and sites

Language & 
Accessibility
Multilingual, patient-

accessible content complexity

• Operational efficiency is becoming an increasingly important factor for trials

• Operational processes must scale with global clinical trial activity

• Documentation and language requirements add operational complexity 
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Consent Generation

& 

Plain Language Research 

Summary
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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

Comprehension
Respect/ 

Autonomy
Accessibility Trust Efficiency
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AI-Solution Built for Compliance: 
Safety & Quality Safeguards

Incorporates safeguards to support compliance & patient-centered approaches

Required Language 
Preserved

NIH legal & regulatory 
language carried forward 

exactly as written

IRB Consent Library 
Integrated

Procedure descriptions & 
risk language drawn from 
NIH consent library when 

possible

Readability Standards 
Met

Meet Federal Plain 
Language guidelines

Cover Page Sets Use 
Expectation

First draft only – human 
review and refinement 

required

Inline Comments 
Provide Guidance

Highlights decision points 
for study teams

Investigator-Editable 
Output

Editable Word document 
where study teams can take 

ownership before IRB 
submission
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Consent Crafter



12

• Ready for human review 

& refinement

Consent Form Draft

• Headers and footers preserved

• All required information 

included

• 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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One page

4th grade 

reading level

Ready for 

human 

review & 

refinement

Protocol Lay-Person Summary



Input

Participant 
information

Trials catalog 
&

Eligibility criteria

Algorithm

Output

Relevant trials

Eligibility 
assessment

)( x



Step 1: Retrieval

Active US 

trials on 

ct.gov

Candidate 

trials

20k 1k
Filtering



Step 2: Matching

Active US 

trials on 

ct.gov

Candidate 

trials

20k 1k 10

Fine-grained

criterion-by-criterion

matching



Matching example

TrialGPT-Matching Output



Step 3: Ranking

Active US 

trials on 

ct.gov

Candidate 

trials

Recommended 

trials

20k 1k 10
Ranking



Ranking example

Trial-level Score by 

TrialGPT-Ranking
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Questions?


