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Digital Pathology Association Statement

The Digital Pathology Association (DPA) is a not-for-profit
organization comprised of pathologists, scientists, technologists and
representatives from industry that focus on developing education
and awareness of digital pathology applications in healthcare, life
sciences and artificial intelligence



The what, how and why?

* Driving adoption

» Central repository for key information
 Domain knowledge

* Education and sharing

* Collaborating with the FDA on equipment approvals and
addressing technology regulations

« Shorten time to market of innovative products



Background and History

« The Digital Pathology Association (DPA) was founded in 2009, goals
included
— supporting digital pathology education initiatives,
— defining best practices,
— influencing standards and interfaces,
— organizing an annual conference that addresses diverse needs within the

industry, and more.

 The DPArepresents a collaboration between healthcare professionals

and industry leaders

— consisting of pathologists, scientists, technologists and industry
representatives.

— creating a more productive workplace for pathologists and healthcare
institutions as well as enhancing patient care.
 The DPA continues to support these goals and looks towards the future
for the needs of pathologists and are active in creating standards and
interoperability for the users and producers of this technology.
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* Regulatory & Standards Taskforce
committee

Douglas J. Hartman

Thank you for visiting the DPA's Whole Slide Imaging Repository. This web page lists whole slide and static image

Resources : - o
examples. Our goal is to create a resource of image repositories.
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Regulatory and Standards Taskforce

Advance digital pathology by bringing clarity to the regulatory
pathway for digital pathology including its evolution and creating
awareness thereof and working towards the development and
adoption of standards as well as promoting interoperability in digital
pathology for clinical use



[ [ pe—

........ T FOA s Rt
FDA allows marketing of first whaole slide imaging FDA allows marketing of first whole slide imaging
system for digital pathology system for dlgltal pathology

us. IJEPaﬂ'"“'”“""‘"-"'

PM A Food 30004 ¢ o -— __ igess: znd WSI

2009 2011 2013

OLLEGE of AMERICAN
ATHOLOGISTS

EPATHOLOGY _ MDc.

) . -El-L e
i iSioNS
Technical Performance Assessment CO nn eCtath on

r a n d of Digital Pathology Whole Slide
Imaging Devices
’ ',\,’\71 ISC AP (M.’

RE.OPENING Guidance for Industry and Food ~ A e

PMA

nnnnnnnnnnn

§FDICOM

and Drug Administration Staff
Decument issued on: April 20, 2016

The draft of this document was issued on February 15, 2015

Fex bt e docisrss.
Pathology s 301.796-61 75 mnd Nicholas Anderson at 361 wmma
mcholes snderson f 6 b poy o Aldo Badaso st 301-796-2534 o
.uowumhhh 5 B

U5 Digartusent af Health and Human Services
Fosad anl Thrug Administration
Comter for evices aml Raddiological Healsh

ffice of fn Vime Diaguostics and Radialogcal Health
Divinio of Malecalar Graetics and Patholegy
Mabecular Fatbslogy and Cyadogy Branch

CD N
Ry
el




REGULATORY & STANDARDS T ASK FORCE

Creating clarity on Al, interoperability and regulatory pathways

Regulatory and Standards are closely connected
DPA has expanded scope to address both

REGULATORY Goals 2020:
* Define general principles for Clinical Validation of Al
* Define general principles for Change Control of locked
down Al
* Define a roadmap to interoperability for WSlIs, PACS,
A

STANDARDS Goals 2020:

* DICOM paper publication
* DICOM PaLM IHE DP Workflow guidelines &
Connectathon
* Define a roadmap to image compatibility




Digital Pathology Market

I 2018 [ 2026
The digital pathology market
arket

Rostarch accounted for $512 million in 2018,
and is expected to reach $1,390
million by 2026, registering a CAGR of
13.3% from 2019 to 2026.
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Scanners Software Storage & Communication Systems

Scanners is projected as one of the most lucrative segment.



DPA supports Alliance

« Mutual interest to drive DP helping patients
» Collective approach

« Ultimately, the deliverables of the alliance need a home which can
be accessed by everybody



Opportunities

DPA is especially interested in regulatory pathway, MDDTs and
would like to explore if a mock submission could support clarity in
the regulatory pathway

* Guidelines around creating and using an MDDT
 Phantom



Thank you



