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•An update on projects available through the Alliance, 

•and instructions on how to get involved.



Collaboration

• The Alliance is a regulatory science 
initiative 

• with many contributors

• Free

• Pre-competitive

• Temporary

• Everyone makes a difference.  

• What have we accomplished?  
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Website

• Home Page

• New Navigation

digitalpathologyalliance.org

Digitalpathologyalliance.org

New! Catalogued 
meeting information

New! Project-
specific pages

https://digitalpathologyalliance.org/


Code of 
Conduct

• Current Progress:

https://digitalpathologyalliance.o
rg/code-of-conduct

• Team Lead:

JLENNERZ@PARTNERS.ORG

Joe Lennerz, MD, PhD
Center for Integrated Diagnostics
Department of Pathology
Massachusetts General Hospital

https://digitalpathologyalliance.org/code-of-conduct
mailto:JLENNERZ@PARTNERS.ORG


Remote
Signout

• Current Progress:
https://digitalpathologyallian
ce.org/remote-signout

• Team Lead:
sirintrs@mskcc.org
Joe Sirintrapun, MD
Director of Pathology Informatics
Diplomate, Clinical Informatics (ABMS)
Associate Attending
Department of Pathology
Memorial Sloan Kettering Cancer Center

Sending 
Letters to CMS

• Many members of the Alliance helped draft multiple pathology society 
letters to engage CMS to temporarily relax CLIA regulations to enable 
pathologist to signout remotely.

• API

• DPA

• CAP

CMS exercises 
Enforcement 

Discretion

• CMS exercises enforcement discretion to ensure pathologists may review 
pathology slides remotely if certain defined conditions are met during 
COVID-19 public health emergency

• https://www.cms.gov/files/document/qso-20-21-clia.pdf-0

The Alliance 
analyzes CMS’ 
memorandum

• Part 1: Memo analysis from Dr. Richard Huang

• Part 2: Dr. Richard Huang answers Q&A

• “Fortune favors the prepared. For those institutions that invested early 
into establishing an on-site digital pathology signout system now gets to 
reap all the rewards of their proactive decisions. Their pathologists can 
fully take advantage of CLIA’s enforcement discretion and start signing 
out remotely from home.“

https://digitalpathologyalliance.org/remote-signout
mailto:sirintrs@mskcc.org
https://www.cms.gov/files/document/qso-20-21-clia.pdf-0




Validation
Approach
Outline

• Current Progress:

https://digitalpathologyalliance.org/

• Team Lead:

RHUANG6@mgh.harvard.edu

Richard Huang, MD
Clinical Informatics Fellow
Department of Pathology
Massachusetts General Hospital

https://webapps.cap.org/apps/docs/membership/wsi_validation_summary.pdf

There are other ways to validate your system.

Validation approach is ultimately at the discretion of the lab’s medical director 
and applicable laws and regulations.

From QSO-20-21-CLIA:
“Laboratories that are accredited must follow their accrediting organization 
(AO) requirements and must follow applicable State laws, which may be more 
stringent than the CLIA requirements.”

https://digitalpathologyalliance.org/
mailto:RHUANG6@mgh.harvard.edu
https://webapps.cap.org/apps/docs/membership/wsi_validation_summary.pdf


COVID-19 
Worldwide

Digital 
Repository

• Current Progress:

https://digitalpathologyalliance.org/covid19

• Team Leads:

MDHERRMANN@PARTNERS.ORG
Markus Herrmann
Computational Pathology
Department of Pathology
Massachusetts General Hospital

Matt@Lumea.org
Matt Leavitt
Pathologist
Chief Medical Officer
Lumea

ALO@visiopharm.com
Amanda Lowe
Managing Director, Americas
Visiopharm Corporation

The Alliance sent out an e-mail to everyone on the mailing list about this 

effort. Please check your inbox (including spam folder).

I WANT TO HELP.  WHAT CAN I DO RIGHT NOW?

Thank you! This is a rapidly evolving environment and your patience and 

support as a collaborator are greatly appreciated. To get started please,

• Answer this short Questionnaire >> CLICK HERE. It will take less than 2-minutes.

Questionnaire Link: 

https://forms.office.com/Pages/ResponsePage.aspx?id=0XsL3p61F0aFaiWhO9m69d9QWI1IL

dlPmIRUnz1tCr9UMkJDWEIxSVMzTU9NTzgyVU1RWjEzMzhCTC4u

• If you have access to COVID-19 tissue samples, and the ability to digitize samples in 

form of WSI, please contact us immediately at

data-repository@digitalpathologyalliance.org.

• Spread the word! Forward this email, engage others on social media, and let your 

colleagues around the world know about this effort. 

https://digitalpathologyalliance.org/covid19
mailto:MDHERRMANN@PARTNERS.ORG
mailto:Matt@Lumea.ORG
mailto:alo@visiopharm.com
https://forms.office.com/Pages/ResponsePage.aspx?id=0XsL3p61F0aFaiWhO9m69d9QWI1ILdlPmIRUnz1tCr9UMkJDWEIxSVMzTU9NTzgyVU1RWjEzMzhCTC4u
https://forms.office.com/Pages/ResponsePage.aspx?id=0XsL3p61F0aFaiWhO9m69d9QWI1ILdlPmIRUnz1tCr9UMkJDWEIxSVMzTU9NTzgyVU1RWjEzMzhCTC4u
mailto:data-repository@digitalpathologyalliance.org


GLOBAL INITIATIVE

PATHOLOGISTS

US

ITALY

SINGAPORE

ENGLAND

SCOTLAND

BELGIUMSWEDEN

DENMARK

AUSTRIA

CHINA

JAPAN

MORE TO 
COME..



Data Management, De-identification and Curation

Two-tier data management

Public, international data repository

• Public domain

• Free of charge

• Open source license (Creative Commons)

• Harmonized

• Fully de-identified in compliance with applicable rules and regulations (HIPAA, GPPR)

• Open, standard, vendor-neutral format (DICOM)



COLLABORATION 
GROWTH

Please distribute and 
advocate for our very 

brief survey! 



New mailboxes in the FDA.

Use the following emails:

• CDRH-EUA-Templates@fda.hhs.gov for 
diagnostic enquiries and EUAs

• CDRH-NondiagnosticEUA-
Templates@fda.hhs.gov for non diagnostic 
enquiries and EUAs

• DeviceShortages@fda.hhs.gov is the industry 
hotline for shortages

• COVIDManufacturing@fda.hhs.gov for any 
manufacturing/ 3D printing/ testing and 
specifications etc

https://www.fda.gov/emergency-
preparedness-and-
response/counterterrorism-and-
emerging-threats/coronavirus-
disease-2019-covid-19

mailto:CDRH-EUA-Templates@fda.hhs.gov
mailto:CDRH-NondiagnosticEUA-Templates@fda.hhs.gov
mailto:DeviceShortages@fda.hhs.gov
mailto:COVIDManufacturing@fda.hhs.gov
https://www.fda.gov/emergency-preparedness-and-response/counterterrorism-and-emerging-threats/coronavirus-disease-2019-covid-19


https://www.fda.gov/emergency-
preparedness-and-
response/counterterrorism-and-
emerging-threats/coronavirus-
disease-2019-covid-19

https://argos.igs.umaryland.edu/

https://www.fda.gov/emergency-preparedness-and-response/counterterrorism-and-emerging-threats/coronavirus-disease-2019-covid-19
https://argos.igs.umaryland.edu/


Outline validation strategies for serology assays 

IgM, IgA, and IgG antibodies during pandemic. 

Update on COVID19 serologic testing at MGH 

Thursday, April 2nd, 2:00 PM
https://partners.zoom.us/j/441173684

Results from head-to-head validation of available ELISAs and Point of Care Tests to detect SARS-CoV-2 antibodies

Presented by:
John Iafrate MD, PHD

Tyler E. Miller, MD, PhD
Wilfredo Garcia Beltran, MD, PhD

COVID-19 antibody status useful for:

• Prevalence of disease exposure in population

• Potentially identifying individuals with immunity

• Return-to-work criteria

• State of disease response in individuals

• Identifying high-titer donors for therapeutic plasma 

10 min



“RuleOut”
COVID19

Current Progress:

ruleout.org

COVID-19 Decentralized Testing Proposal

“We propose a ‘Rule-Out’ Lab Developed Test (LDT) and 
regulatory framework which is readily implementable”
The Problem: Conventional Testing Doesn’t Scale

• Crucial testing shortage

• Conventional testing = “Rule-in”

• Massive backlogs

The Solution: a “Rule-Out” LDT with Regulatory Framework

• Decentralized “Rule-out” testing

• Exponential increase in testing capacity

• Conservation of critical supplies

Monica.deBaca.MD@ruleout.org

ruleout.org
mailto:Monica.deBaca.MD@ruleout.org


https://www.who.int/blueprint/priority-diseases/key-
action/novel-coronavirus/en/

https://www.who.int/blueprint/priority-diseases/key-action/novel-coronavirus/en/


Team Lead

jallen@focr.org

Jeff Allen, PhD

President & CEO

COVID-19 EVIDENCE ACCELERATOR

FRIEND OF CANCER RESEARCH

=PATIENT ADVOCACY GROUP

Working with the FDA

1) Establish a common set of core data elements to 
embed into existing data collection efforts; 

2) Identify an initial set of immediate questions 
regarding the therapeutic interventions, treatment 
settings, and associated outcomes that could be the 
initial focus of COVID-19 data aggregation efforts.

mailto:jallen@focr.org


Payor 
Approaches

• Current Progress:

https://digitalpathologyalliance.org/fe
b-2020

• Team Leads:

esther.abels@pathai.com

Esther Abels
VP Regulatory Affairs, Clinical Affairs,
Strategic Business Development
PathAI

JLENNERZ@PARTNERS.ORG

Joe Lennerz, MD, PhD
Center for Integrated Diagnostics
Department of Pathology
Massachusetts General Hospital

During the Alliance 2020 workshop we 
had two goals: 

Develop an overview of all entities and 
stakeholders involved in reimbursement for 
Digital Pathology (DP)

Kick off the development of a whitepaper.
An overview of stakeholders will be one of the key 
inputs for the whitepaper. 
The whitepaper will outline: 
• Current reimbursement landscape
• Concerns from users
• Value proposition
• Areas of focus for getting DP reimbursed

https://digitalpathologyalliance.org/feb-2020
mailto:esther.abels@pathai.com
mailto:JLENNERZ@PARTNERS.ORG


Payor Whitepaper status and progress
• Engaged interactive discussion with over 15 participants from different entities

• Outline of whitepaper has been agreed upon:

• Objective: provide guidance to broader digital pathology community to how to build buy in for 
adoption of these technologies (industry, pathologists)

• Introduction: current status of reimbursement in DP, stakeholders, why its needed  for adoption (ROI)

• Potential Sources of Value of Digital Pathology: Workflow efficiency, accuracy/precision (reduction in 
intra-pathology scoring/interperson), and novel information., make clear need both clinical and 
economic arguments

• Need for evidence: establish limitations of current care paradigm , what outcomes do we measure,, 
build towards patient care about outcomes

• Reimbursement: need new CPT codes for digital techniques (indication specific), move from cost to 
value, re-examination of value of pathology services beyond slide reading into integration of complex 
services and time, novel information provides could get PLAs, consider parallel review FDA+CMS

• Approaches: suggest next steps and identify key use cases, clinical utility and approaches to new codes 
/ PLA, and / or need for policy changes

• First draft is being developed. Expected timeline and Journal TBD-ed



AIDA

• Current Progress:

https://medtech4health.se

/en/aida-en-2/

•Team Lead:

Joel Hedlund, PhD
CIO/Data director
CMIV/AIDA

https://medtech4health.se/en/aida-en-2/


Truthing Project

• Current Progress:

• https://ncihub.org/groups/eedap

studies/wiki/HighThroughputTrut

hingYear3

• Team Lead:

• Brandon.gallas@fda.hhs.gov

• Brandon D. Gallas, PhD

• Division of Imaging, Diagnostics, 

and Software Reliability, OSEL, 

CDRH, FDA

Data-collection information webinar
• Feb. 19, 2020
• Recording and slides available

Data-collection event
• Feb. 28, 2020: Coordinated with Alliance meeting pre-USCAP in LA

Data-collection progress
• Building APIs and scripts to monitor data collection
• Building scripts to clean the data
• Building scripts to explore the data

• Planning live data-collection events put on hold
• Road trips and equipment shipping

• Focus on digital data collection 
• Remind participants to finish. Recruit more participants.

DATA COLLECTION
PROGRESS

PathP
(digital platform)

Camicro
(digital platform)

Eedap
(microscope platform)

nReaders 4 8 7

nObs USCAP 850 300 440

nObs since USCAP 0 451 0

nObs Total 850 751 440

https://ncihub.org/groups/eedapstudies/wiki/HighThroughputTruthingYear3
mailto:Brandon.gallas@fda.hhs.gov


PathPresenter

• Current Progress:

https://pathpresenter.net/#/login

• Team Lead:

skinpathology@gmail.com

Rajendra Singh, MD
Professor
Director, Immunodermatology
Associate Director, Dermatopathology Section
Dermatopathology Fellowship Program Director
Dept. Of Pathology and Dermatology
Mt. Sinai School of Medicine

Annotate Images

Share, Subscribe 
and Control Image 
Database Access

Collaborate, Share 
and Educate

https://pathpresenter.net/#/login
mailto:skinpathology@gmail.com


IC3R

• Current Progress:

https://journals.sagepub.com/doi/fu
ll/10.1177/1010428320907544

• Team Lead:

https://www.iarc.fr/staff_member/b
lanca-indave-ruiz/

Iciar Indave
Systematic Reviewer
Group on Classification of Tumours Series
International Agency for Research on Cancer
World Health Organization

The International Collaboration for Cancer 
Classification and Research (IC3R) is a forum for high-
quality research, and for coordinating evidence 
generation, synthesis, and evaluation, for tumor 
classification. 

Member institutions coordinate the provision of 
evidence and the promotion of universal standards 
underpinning WHO Classification of Tumours. 

https://journals.sagepub.com/doi/full/10.1177/1010428320907544
https://www.iarc.fr/staff_member/blanca-indave-ruiz/


Become 
an

Alliance 
Member

Join the Alliance

https://digitalpathologyalliance.org/

The benefits of membership:

• Contribute to the latest Alliance projects 

• Direct e-mail updates from the Alliance

• View all previous presentations and meeting 
summaries

https://digitalpathologyalliance.org/join-1
https://digitalpathologyalliance.org/join-1

