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This survey aims to capture broad insights from stakeholders across academia, 
industry, healthcare providers, patients, and advocacy groups to identify and 
prioritize key regulatory hurdles in these emerging fields. 

When providing input, please consider that we are looking for statements and 
questions that can be addressed using regulatory science. 

For example, we are not looking for generic statements about the field (“AI should be implemented 
faster”). The survey aims to collect elements that can be addressed using regulatory science 
methods (“There is a lack of standardized protocols and guidelines for integrating AI decision 
support tools in digital pathology”). Collecting your input will help shape collaborative efforts to 
address these challenges through regulatory science methods, ultimately advancing the safety, 
effectiveness, and timely delivery of innovative pathology solutions to patients.

Participation is voluntary, and the results of this survey will be published on the PIcc 
website.

Please feel free to share the survey with your colleagues.
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PIcc FNIH Proposal (drafting phase) 

If you want to join – please let us know





https://mdic.org/

MDIC Updates 

https://mdic.org/


https://mdic.org/event/mdic-medical-extended-reality-summit/ 

https://mdic.org/event/mdic-medical-extended-reality-summit/


https://mdic.org/event/mdic-symposium-on-computational-modeling-and-simulation/ 

https://mdic.org/event/mdic-symposium-on-computational-modeling-and-simulation/




Europe



Germany: Data Utilization Law
"Law on the Use of Health Data for Public-Interest Research Purposes and 
for Data-Driven Advancement of the Healthcare System 
Health Data Utilization Act"
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ctDNA



• In an average-risk screening population, this cfDNA blood-based test 
had 83% sensitivity for colorectal cancer, 90% specificity for advanced 
neoplasia, and 13% sensitivity for advanced precancerous lesions.
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Here FOR COMPARISON the official FDA definitions for AI and ML

Artificial Intelligence is a machine-based system that can, for a given set of human-
defined objectives, make predictions, recommendations, or decisions influencing real or 
virtual environments. Artificial intelligence systems use machine- and human-based 
inputs to perceive real and virtual environments; abstract such perceptions into models 
through analysis in an automated manner; and use model inference to formulate 
options for information or action.

Machine Learning is a set of techniques that can be used to train AI algorithms to 
improve performance at a task based on data.

https://www.fda.gov/medical-devices/software-medical-device-samd/artificial-intelligence-and-machine-learning-software-medical-device








C. Thi Nguyen is an associate professor of 
philosophy at the University of Utah. 

Ground truth

Data
Collection

Collected: data
Lost: context

2nd Principle of data
Every classification system represents some group’s interest

1st Principle of data 
collecting data involves a trade-off. 
We gain portability and aggregability at the price 
of context-sensitivity and nuance. 










