


Pathology Innovation 
Collaborative 
Community (PIcc)
The Alliance for Digital 
Pathology

Executive Summary



Executive Summary 10 Key Points

• Regulatory Science Initiative
• MDIC acts as the formal convener
• Aims to facilitate innovations in 

pathology
• Advance safety and effectiveness 

evaluations
• Harmonize approaches to speed 

up delivery to patients

• FDA participation (CRDH, OSEL)
• Collaboration in the pre-

competitive space (anti-trust 
monitoring applies)

• Open to all stakeholders (public 
and private)

• Emphasis on benefit to patients
• Membership is free and all 

materials are available 



www.pathologyinnovationcc.org

http://www.pathologyinnovationcc.org/


• PICC is providing the 
infrastructure and platform 
for individual projects
• Currently >20 projects
• Aggregation into 9 

workgroups (when 
applicable) 

How we operate



“PIcc is a collaborative community 
that provides the infrastructure to connect stakeholders.” 

What does this look like, practically?

You value 
collaborations

You have a 
regulatory 

science project

You propose 
your project to 

PIcc

You present to 
steering 

committee

PIcc helps 
organize the 

project

PIcc is a 
network to find 

interested 
collaborators

Focus is NOT on 
competitive product 

development

PIcc does NOT 
actively participate in 

your project



Metrics

467 Members
6 full-membership meetings  
5 web-based speakers/events
5 steering committee meetings
9 workgroup meetings
3 peer-reviewed publications 

concept, truthing, payor,)
ALL MATERIALS AVAILABLE ONLINE

Membership

Accomplishments

Patient 
Advocacy

1%

Professional 
Organizations 
5%

Other 
1%

Industry 
39%

Academia 
or Clinical  
39%

Regulators or
Government 
18%



Project overview (5 examples)
• A regulatory science approach for morphology-based biomarkers in tissue sections 

Looking for FDA input  (Kim Blenman)
• MDDT PROPOSAL: TILs Annotated Dataset

project OSEL (Brandon Gallas)
• Standardization of Data for Pathology Research

Looking for FDA input (Kingsley Ebare)
• CMS/CLIA Allowing Temporary Remote Signout During COVID-19 Pandemic 

(Regulatory Flexibilities)
Develop resources for time after the pandemic (Joe Sirintrapun, Joe Lennerz)

• Trainees group (educational resources for regulatory science projects)
Looking for FDA input (Julia Thierauf, Sarah Dudgeon)

• https://www.digitalpathologyalliance.org/projects/project-proposals

https://www.digitalpathologyalliance.org/projects/a-regulatory-science-approach-for-morphology-based-biomarkers-in-tissue-sections


Vision for 2021/2022
• Harmonize approaches to speed up delivery to patients
• MDDT submission
• Increase patient and patient advocacy engagement
• Grow membership and increase awareness
• Emphasize the importance of regulatory science
• Publications
• Provide input into regulatory decision making











Workgroup
updates









https://iapp.org/resources/article/us-state-
privacy-legislation-tracker/

https://iapp.org/resources/article/us-state-privacy-legislation-tracker/




CAP.org • WSI Validation







In-person meeting


