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Hello Alliance Members,
 
We are very excited to provide an update from The Alliance for Digital Pathology.
 
1. Survey:
It would be great if you can take 5 minutes to fill out the following survey to help make an informed
decision about priorities for The Alliance.
Your responses will direct focus areas, especially with regards to which projects the Alliance will
eventually support. Click this link to begin.
 
2. Project Proposals:
At this point we solicit project proposals and we kindly ask you to submit your ideas.  
We need  cooperation and universal input and innovative projects can help inform scientific and
regulatory questions that are critical to the field’s growth.
Attached is a blueprint for a one-page project outline.
Please email the completed project proposal and other questions to: digipathalliance@gmail.com
 
3. Next Alliance Meeting “Alliance Vision”
Hosted by DPA, the Alliance will have their next meeting in Orlando, FL at Hyatt Regency Orlando from
noon to 4pm on Oct 5, prior to Pathology Visions.

See attached the current agenda and speaker list for the meeting or view it
here: https://digitalpathologyassociation.org/dpa-mdic-fda-alliance-meeting
 
We have an amazing list of speakers lined up. Cheng Cui (FDA) will elucidate various FDA programs that
could help you answer your regulatory questions with regards to digital pathology and AI enabled
technologies. Laura Lasiter (Friends of Cancer Research) will address the importance of patient
perspectives as a critical component to the success of digital pathology. Jithesh Veetil (MDIC) will talk
about MDIC supports member organizations through innovative projects in the pre-competitive space.
Esther Abels (DPA) will introduce some unanswered scientific and regulatory questions in the field and
how the Alliance can help solve these problems. Joe Lennerz (MGH) will describe the roadmap of the
Alliance, from project proposal to implementation, and how members can get involved. We will also have
8 distinct break-out sessions to tackle questions on: pre-analytics, slide scanning, truthing data sets, data
standardization and interoperability, practical use cases, ML/AI model creation, ML/AI integration and
continuous learning, as well as payor strategies. In the end we hope to have a highly interactive afternoon
and try to synthetize the most relevant aspects in one presentation.  With these topics and this lineup of
speakers, we hope you agree that this will be an impactful meeting.
 
Please make sure to e-mail digipathalliance@gmail.com if you are interested in joining us on October
5th. We will have interactive breakout sessions, so the space is limited. Participation in the Alliance
meeting is free, there are no costs involved.
 
The Alliance for Digital Pathology now also has a website that you can find
here: https://digitalpathologyalliance.org/
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Alliance Project outline (1-page; Times, 11pt, single-spaced).  

Title: 1 line (max 2)

Author(s):  

Addressed Parties: “Who are you looking for in terms of collaborators, supporters, stakeholders?”

Background: “What is the current challenge? What is your problem statement?”

Approach & Objectives: “How are you addressing the problem?” Idea, Concept, Design

[bookmark: _GoBack]Deliverable(s): What deliverable(s) will your project produce?

Value proposition: 
“How will the proposed project be valuable from each of these categories?” Address each in detail:

· Clinical 

· Regulatory

· R&D

Funding sources: if existing, please mention source or propose a funding source

[bookmark: Check1][bookmark: Check2][bookmark: Check3][bookmark: Check4][bookmark: Check5]Benefit to patients (≤2) : |_|technical advance, |_|increased quality, |_|outcome, |_|access, |_|affordability  

References/Resources (optional):


The Alliance for Digital Pathology

Meeting at the DPA Pathology Visions Conference

Saturday, October 5th, 2019

		Speakers



		



		Esther Abels, MS *



VP Regulatory Affairs, Clinical Affairs and Strategic Business Development, PathAI

Executive Board (Secretary), DPA



		Ms. Abels has been with the DPA since 2013, and is part of its Executive Board (Secretary) and is the chair of its Regulatory & Standards Taskforce. She was previously also the Senior Director of Business Development Pharma Solutions and the Director of Regulatory Affairs at Philips.





		Cheng Cui, PhD



Scientific Reviewer

FDA, CDRH, OPEQ, OHT7(OIR), DMGP

		Dr. Cui is a scientific reviewer for the FDA. He has had extensive experience reviewing digital pathology products, and have provided his expertise on the current thinking of the FDA with respect to digital pathology at various national and international digital pathology conferences.





		Laura Lasiter, PhD



Science Policy Analyst

Friends of Cancer Research (FOCR)





		Dr. Lasiter develops evidence-based policies that improve care for and facilitates dialogue between stakeholders on behalf of cancer patients. She has been instrumental in the creation and implementation of policies ensuring patients receive the best treatments in the fastest and safest way possible. She spearheads regulatory policy initiatives focused on diagnostic tests and leads Friends’ legislative efforts on the VALID Act.





		Joe Lennerz, MD, PhD *



Medical Director, Center for Integrated Diagnostics

Associate Chief, Department of Pathology, Massachusetts General Hospital   

Associate Professor, Harvard Medical School



		[bookmark: _GoBack]Dr. Lennerz is a board certified anatomic and molecular pathologist. He is a forward thinking leader with a multifaceted view of diagnostic medicine. He hopes to drive the field forward with multilateral collaborations between academia, industry, and government. Joe also has a special interest in financial sustainability and reimbursement of novel diagnostic technologies.





		Jithesh Veetil, PhD *



Program Director, Data Science & Technology

Medical Device Innovation Consortium (MDIC)



		Dr. Veetil leads Data Science and Technology (DST) initiatives at MDIC. His prime focus at MDIC is to aid in the development of regulatory grade tools relevant to clinical applications by bringing in a wide range of stakeholders to collaborate in pre-competitive platforms.





		



Steering Committee



		



		Scott Blakely



Business Development Manager, Whole Slide Imaging and Digital Pathology

Hamamatsu Corporation, USA 

		Mr. Blakely is a veteran in the microscopy and imaging industry. He is always working to find new markets, new uses cases, and new technologies that can enhance or cause a paradigm shift in medical research and clinical care.





		Sarah Dudgeon, MPH



Research Fellow

FDA



		Ms. Dudgeon is an experienced public health professional with special interests in machine learning and digital health. She is also an experienced medical educator and medical device scientist.





		Brandon Gallas, PhD



Mathematician

FDA, CDRH, OSEL, Division of Imaging, Diagnostics, and Software Reliability

		Dr. Gallas provides mathematical, statistical, and modeling expertise to the evaluation of medical imaging devices at the FDA. His main areas of contribution are in the design and statistical analysis of reader studies, image quality, computer aided diagnosis, and imaging physics.





		Matthew G. Hanna, MD



Pathologist and Clinical Informaticist

Memorial Sloan Kettering Cancer Center

		Dr. Hanna has a clinical focus in Breast pathology and is a Clinical Informatics Diplomate. He has expertise in digital & computational pathology, where he is a leading voice in the field. His interests include informatics, digital pathology, clinical operations/implementation, and CDS tools.





		Richard Huang, MD



Clinical Informatics Fellow, Department of Pathology

Massachusetts General Hospital, Harvard Medical School



		Dr. Huang is a board certified anatomic and clinical pathologist. He is passionate about the intersection of regulatory science and medical innovation. He is especially interested in leveraging digital health, AI, and real world evidence to improve patient care.





		Amanda Lowe



Managing Director

Visiopharm Americas



		Ms. Lowe is a veteran in the digital pathology industry. She plays a pivotal role in the development and execution of Visiopharm's growth strategy and operations. She began her career in digital pathology in 2004 with Bacus Laboratories and was also the founder of her own digital pathology consulting firm prior to joining Visiopharm.



		Hetal Marble, PhD



Manager, Translational Research Lab, Center for Integrated Diagnostics

Ph.D. Specialist, Dept. of Pathology, Massachusetts General Hospital

Research Associate, Harvard Medical School

		Dr. Marble is an experienced research scientist and business professional. She is a leader in companion diagnostics and biomarker research at MGH. Her expertise includes tissue/stem cell engineering, synthetic chemistry, biomarker development, and business strategy.





		Ashish Sharma, PhD



Associate Professor of Biomedical Informatics

Emory University School of Medicine

		Dr. Sharma is a leader in the field of digital pathology, radiomics, and imaging informatics. He is actively researching systems for data federation, building and deploying AI algorithms at scale, and predictive analytics for medical imaging and precision oncology.





		* Speakers marked above are members of the Steering Committee
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The Alliance for Digital Pathology

Meeting at the DPA Pathology Visions Conference

Saturday, October 5th, 2019

12:00 – 4:00 pm Eastern; Room: Celebration 5-6

Agenda

 

12.00-1.00	Networking 

Bring your own lunch.



1.00-1.15            Introduction 

Esther Abels

Overview of the Alliance and the scope and aims of this meeting.



1.15-1.30            Medical Device Innovation Consortium (MDIC) 

		Jithesh Veetil

Introduction to the scope & stakeholders of MDIC, and how MDIC supports member organizations through innovative projects in the pre-competitive space.



1.30-1.45            Digital Pathology Association (DPA)

Esther Abels

Introduction to some of the current unanswered scientific and regulatory questions from DPA members.  How can relationships like the Alliance help solve these problems and meet our goals?



1.45-2.00            Food and Drug Administration (FDA)

Cheng Cui

Introduce novel FDA submission pathways: Medical Device Development Tools (MDDT) and Mock Submissions. How can these frameworks answer critical scientific & regulatory questions?



2.00-2.10            The Alliance

		Joe Lennerz

Formation and roadmap of the Alliance.  What is needed to make this collaboration successful.  Description of pathway from project proposal to implementation, and how Alliance members can get involved.

  

2.10-2.30	Friends of Cancer Research (FOCR)

		Laura Lasiter

The incorporation of patient perspectives into early research is a critical component to the success of digital pathology. What are strategies to solicit input from patient initiatives?



2.30-2.45	Questions & Breakout Session Introduction 

(MAP + Group)



2.45-3.30	Coffee + Breakout session

Each breakout team will discuss a single project proposal

		Deliverable: 1 slide per table

		- Name of group

		- Brief project description

- What are the 3 key advancements currently missing to move digital pathology forward?

- What will this project need to become successful?

Group should designate 1 speaker who can present these items to the larger meeting. P	resented concepts will be reviewed and incorporated into MDIC mock presentation.



3.30-3.45	MDIC Mock Presentation

Esther Abels, Joe Lennerz

The Alliance will present a refined proposal to the MDIC leadership in winter 2019.  A preliminary version of this presentation will be presented at the Alliance meeting incorporating proposals and key points from the breakout session.



3.45-4.00	Next Steps

		Alliance Steering Committee 

Meeting wrap-up, discussion of where to find more information, next meeting dates, and how to get involved



4.00-4.30            Adjourn, Questions, & Networking



4.30-5.00            Alliance Steering Committee Discussion & Recap.

Alliance Steering Committee will stay & discuss action items. All are welcome.  

[bookmark: _GoBack]

6.30                      Alliance Dinner 

                              TBD





 
The Alliance aims to work on:

·         Temporary framework to synergize and tackle larger scale projects
·         Harmonizing & standardizing a reference set to be used in end to end workflow by:

o    Creating tools and datasets
o    Progressing and enabling market access
o    Creating clarity on regulatory pathways via mock submissions
o    Harmonizing efforts between various stakeholders to optimize interoperability,
integration and implementation

 
Sincerely,
 
The Alliance Steering Committee
Joe Lennerz, MGH
Esther Abels, DPA, PathAI
Brandon Gallas, FDA
Jithesh Veetil, MDIC
Scott Blakely, DPA, Hamamatsu
Sarah Dudgeon, FDA
Matthew G. Hanna, MSKCC
Richard Huang, MGH
Amanda Lowe, Visiopharm
Hetal Marble, MGH
Ashish Sharma, Emory
 


