
Collaborative 
Community

for Digital Pathology



What is this now?
A collaborative community is more than the Alliance.

And many more
….



What is the promise?

n engl j med 375;13 nejm.org September 29, 2016



What is the problem?



What is the problem – on the other hand



Idea (Salgado et al., 2020)

• Article focusses on one biomarker (PD-L1) 

• Comment is intentionally written more generic 

• Problem applies to TMB, ML-tools, and digital pathology

• A new or revised regulatory framework is needed

• A collaborative community on this topic is a very important step 
forward



CC: existing – and growing



NESTcc National Evaluation System for health Technology 
Coordinating Center (NESTcc) Collaborative Community



Xavier AI World Consortium 



CC: existing – and growing

Example question:
How are we different from the ML/AI 
CC?
Answer: 
Pathology-specific issues
(pre-analytics, scanners, standards, 
workflows, patient care relationship…)



The Alliance is one player  
…digital pathology needs more

• Input in regulatory decision making
• Along with many others

• Regulatory initiatives

• That’s why we are here

• Who – if not us ?

• Not providing input is a missed opportunity



First meeting July 2019 – first talk



Idea

• Process through which parties who see 
different aspects of a problem can 
constructively explore their differences…

• Mutually beneficial relationship…

Goal (FDA)
Establish 10 new Collaborative 
Communities by end of 2020

=> Timeline (let’s dicuss)



What have we been tasked with?



Sector for Potential Members



Sector for Potential Members

ManyFOCR, PCORI

Many, MDIC

Yes FDA, IARC, WHO, 
NIH(NCI), CDC

DPAF …

…

…Yes

DPA, CAP, ACRseveral



Facts, Roles, and Responsibilities

• We (the field) are helping to create a collaborative 
community

• MDIC will be the convener (Jithesh, John, Pamela, …)
• FDA cannot be a voting member and cannot be listed 

on the steering committee. 
• Acknowledge FDA’s role (via a) liaison with advisory 

capacity 

• Other stakeholders (including the Alliance) = 
facilitator

• Current charter needs input and revisions



What we (can) aim to deliver

• Guidance and Standards

• White paper (peer reviewed publication)

• Research agenda and projects

• Proposed regulation and proposed legislation

• Best practices and tool developments

• Culture change = paradigm shift in digital pathology

Charter is a means to get to these points



Tasks at hand

• Charter

• Steering Committee

• Finalize charter 

• Establish the community

• Start working on projects



Charter

• Website + 2 upcoming meetings

• Open to the public

• Drafting sessions
• Nov 10th at 3PM (EST)
• Nov 13 at 10AM (EST)

• Everything is on the table
• E.g. name, structure, etc.

• Open to the public





Value proposition

• Patient Impact

• Public health impact

• Improved patient services (access)

• Improved patient management (workflows)

• Improved diagnosis (quality) 

• Improved diagnosis (quantity)

• Etc…



Assessing Impact and Ouctome of the CC



How can you help?

Practical = projects

Collaborative Community
1. Read the FDA toolkit
2. Review M. Tarvers presentation
3. Study existing communities
4. Read the draft Charter 
5. Consider assuming a role
6. Join the meetings – and help craft   

the structure of the community 



Summary

• Collaborative Communities (CC) are an existing way to 
engage with “us” and (formally) with the FDA (regulator)

• We need to form a Collaborative Community 

• It will enable (via various stakeholders) to directly provide 
input into creating or improving the regulatory framework

• The FDA is interested and will likely engage with us


