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Why are we here?



SCIENCE
INNOVATION

PATIENT
PERSPECTIVE

REGULATORY
SCIENCES

A regulatory science initiative to harmonize and standardize digital pathology 
processes to speed up innovation to patients.

The Alliance for Digital Pathology is a collaborative and voluntary group interested in the evolution of regulatory science as it 
applies to digital pathology. We seek participation from all stakeholders(industry, vendors, academic medical centers, patient 
advocates, regulatory bodies, associations etc.) to come together and identify key elements necessary to move the field of 
digital pathology forward.
The purpose of the Alliance is to accomplish concrete practical deliverables and relevant strategic aims in order to sustain 
and expand the existing collaborative infrastructure.



www.digitalpathologyalliance.org
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We are not a legal entity and not part of a larger 

group

Independent and transparent
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With a strong interest in moving the field of 

digital pathology, ML/AI forward

We Are Subject Matter Experts
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We try to establish a framework for larger scale projects 

that require interdisciplinary collaboration    

Focus on Regulatory Sciences
The 

Alliance



• First WSI systems received FDA 510(k) Clearance 2017 and 2019
• Different offerings from archiving to full solutions including algorithms
• By 2025 Digital Market is $887.7 million with 12% CAGR

Executive Summary

We are re‐defining a market

Source:



Project 
proposal

Alliance

Industry FDA

AMC’s Patients

Steering Committee

Governance
Prioritization

Administration

From project proposal to workstream



Everyone seems to know that there is something there

If there is value in microscopy-based diagnosis 
(e.g. cancer) – there is value in digitized visual 
and metadata information

Requires fundamental re-design of ALL 
components of the workflow (i.e., not any single 
product will revolutionized the field)

Interdisciplinary effort cannot be 
accomplished by one entity

Revising the histopathology workflow will 
affect more than devices and software (i.e., 
laboratory medicine and laboratory practice)

The size of the problem is currently not 
recognized other than “it is paramount”

The Alliance is attempting to develop a temporary collaborative 
environment to have subject matter experts work on the regulatory 
sciences required to move digital pathology and AI forward – to a 
first end-to-end solution.

Value proposition? 01

Circumstantial proof02

Redesign of all components03

Regulatory Challenges04

Laboratory Challenges05

Clinical Validity and Utility06

Collaboration07

Highlights

TOWARDS A CONCISE PROBLEM STATEMENT – Complete Re-Design





www.digitalpathologyalliance.org

We will post all meeting materials, 
including presentations there soon.



Alliance Survey Results Overview 

FDA oversight is 

Marble, Dudgeon, Huang, et al., unpublished

N=42   Respondents
>229    Papers
>211    Years experience

22%

Too simple Adequate Too complex

39% 39%

Familiar with the MDIC?

Include patient advocacy?
Yes

80%

No

20%
Yes

62%

No

38%

DEMOGRAPHICS SELECTED RESPONSES

…slide generation?
Yes

68%

No

32%

…metadata capture?
Yes

75%

No

25%

The Alliance focus should include….Self‐assigned sector

Industry 50%Other 6%
Government 6%

Non‐government 6%

Academia 32% N=32 respondents

Years involved in digital pathology

<1 year 1‐5 years 5‐10 years >10 years
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Marble, Dudgeon, Huang, et al., unpublished

Alliance Survey Results Overview 







AIMS OF THE MEETING TODAY

Patient Perspective
Raise awareness of the patient perspective.
Try to bring this back to ‘what does this mean
for patient care’?

Collaborate
We try to get everyone’s input.
Not only during the breakout session

Engage
Please help to establish a collaborative environment.
We are not on record
We also seek for continued participation (e.g. webex)



Selected Alliance Workstreams
Collection

Review &
Pre‐selection

*MDIC Meeting

WS1

WS2

WS3 Pre‐defined 
End dates

Process Diagram of Blueprint Solicitation, Review, Vetting and Workstream Prioritization

Collaboration
Work on Deliverables

Partnership
and funding

Solicitation

Peer‐review
“Rubrik Scoring”



Significance 
Does the proposal address a major problem in the field? 
Does the proposal identify a novel problem?
Does the proposal provide new information or solutions to the problem?
Does the proposal address a critical barrier to progress?

Innovation
Is the study proposing a new method, technology, or reasoning?
If not, is it significantly improving/modifying an existing method, technology, or reasoning?
Does the proposal advance understanding of the field or push into a novel area?
Does the proposal impact other fields, or is it limited to pathology?

Approach
Is the methodology clear and achievable given the state‐of‐the‐art? 
Are appropriate controls included in the experimental design? E.g. “ground truths” for AI‐ML algorithms, 
defined rates of negative and positive samples for sensitivity and specificity calculations, etc.
Can the techniques/methods be easily used by others, or are they dependent on user expertise?
Are the “aims” of the project interdependent, or can each aim stand alone should one or multiple aims 
fail?

Budget
Is there funding available for the project from the investigator?
How much funding is being asked for from the alliance or other entities?
Does the budget factor in personnel costs and indirect costs along with the material costs of performing 
the study?
Is there an appropriate budgetary breakdown by category for assessment?
What is the timeline for the project?

Impact
Does the project stand to change the standard of care or other gold standard in the field?
Does the project address a known challenge in the field with a reasonable solution?
How many potential publications are likely to result?

Alliance Workstream Scoring Rubrik
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