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I am a current employee of Johnson & Johnson.

The information and content of this presentation are my own, for 
educational purposes, and do not reflect the views of the 
Johnson & Johnson company. 

Disclaimer



What can we do with technology 
today that we were not doing 5 

years ago?



• Time consuming

• Subjective

• Increase variability

• Potential 
introduction of bias

Challenges in Clinical Trial Image 
Reviews

Challenges

• AI / ML Models

• Standard 
measurements

Opportunity

• How do you create a 
broad multi-
anatomy, multi-
tumor model?

Question



Pre-competitive 
Consortia

Accessed 18-Apr-2025. https://www.ddw-online.com/the-benefits-of-pre-competitive-collaboration-in-the-pharmaceutical-industry-1310-201510/

FDA: “…allow for multiple 
stakeholders to work collectively to 
achieve shared outcomes and 
address shared challenges…”
-Establishing and Maintaining 
Collaborative Communities, CDRH

https://www.fda.gov/media/116467/download
https://www.fda.gov/media/116467/download


Why consortia  for AI imaging?

Shared Vision for Development

Consistency

Expertise

Scale
Thousands of expertly 
annotated imagesEnables pooling domain-

know how and data to 
establish protocols, 
criteria, and metrics

Multi-stakeholder 
alignment



Momentum is building for AI in 
drug development

ChatGPT, 4o



AI/ML is increasingly used in drug 
clinical development

2016 2017 2018 2019 2020 2021

Clin Pharma and Therapeutics, Volume: 113, Issue: 4, Pages: 771-774, First published: 16 June 2022, DOI: (10.1002/cpt.2668) 



EMA Reflection Paper
• Structured framework on 

incorporating human-centric 
principles

• Where does AI fit in the current EU 
regulatory landscape?

• Risk-based oversight for use of AI in 
medicinal product lifecycle



FDA Draft Guidance
• Defines context of use – AI’s role 

and how it is involved in decisions

• Risk assessment – Impact on safety 
and efficacy decisions

• Credibility plan – Detail model 
design, training, performance, and 
testing



Tools to Support Drug Development

Deliberate AI’s acceptance into FDA ISTAND 
program for a tool intended to automate 
anxiety and depression scoring with 
performance equivalent to a trained physician.

EMA CHMP Qualification Opinion enables data from 
the locked model to be accepted as scientifically 
valid. The model reduces variability and increases 
reproducibility and repeatability.



Confidence

Trust

ValidationTransparency

Building Confidence in AI

AI
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