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Ophthalmic Image Capture is Nearly 100 Years Old (1925) But
Innovation Was Modest at Best for the First 50 Years Until the
Advent of Microprocessors and Lasers in the Late 1970’s

RETINAL CAMERAS AND YEARS LAUNCHED:
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It Finally Exploded Beginning in the Mid 1990’s With Powerful Table-Top Devices
Enabled by Advances in Digital Capture and Display, Powerful Microcomputers,
Widefield and Adaptive Optics and Laser Scanning Fueling OCT Development

Time Domain OCT Spectral Domain OCT Swept Source OCT ~ Combined Retinal Angio + OCT OCTA
®

Ultra-Widefield ROP Imaging Adaptive Optics (AO) Imaging  Intraoperative OCT Virtual Surgical Displays
Fundus Imaging

SOURCES: www.alcon.com, www.claritymsi.com, www.optos.com, www.heidelbergengineering.com



The Invention of Powerful Miniaturized Smart Phones from Apple, Samsung and
Google Capable of Capturing Medical Grade Images and Related Out-of-Office
Monitoring Created Opportunities for Care Outside the Traditional Office Setting

DIGISIGHT TECHNOLOGIES
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The Use of Portable Devices Has Had a Major Impact in Improving Screening and
Advanced Care to Under-Served Populations Around the World




Pediatric and Neonatal Eye Exams
in Europe & Africa
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Advances in Machine Leaning Have Resulted in the Development of
Al Enabled Autonomous Algorithmic Interpretation of Ophthalmic
Images that Rival Expert Human Graders and Recently Been
Approved for Human Use by the FDA in Ophthalmology
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Using Al to
Screen for
Diabetic Eye
Disease Feasible
in the Real World

New, automated system allows non-ophthalmologists to accurately detect diabetic
retinopathy in 60 seconds

SAN FRANCISCO - New research shows that an automated, artificial intelligence (Al)
screening system accurately detects diabetic retinopathy 95.5 percent of the time, The
system doesn't require the input of an expert ophthalmologist and it can provide a reading
in 60 seconds, making real-time screening possible for primary care practices and diabetes
centers. Accurate, automated screening is an important development for millions of
patients living with diabetes who need to be screened yearly for vision-threatening diabetic
retinopathy. The researchers present their study today at AAO 2019, the 123 Annual
Meeting of the American Academy, of Ophthalmology.
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FDA permits marketing of artificial intelligence-
hased device to detect certain diabetes-related
eye problems
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FDA's CDRH Identified a Need for Well-Defined Methods to Inform
Safety & Effectiveness of Rapidly Evolving Digital Health Technologies

Collaborative Communities: Addressing Health

Care Challenges Together

fom v intendn Binel S

In the medical device ecosystem, collaborative communities bring together stakeholders to
achieve common outcomes, solve shared challenges, and leverage collective opportunities.
CDRH believes collaborative communities can contribute to improvements in areas
affecting patients and health care in the United States, Accordingly, participation in
collaborative communities is one of CDRH's strategic priorities for 2018-2020,

CDRH encourages interested stakeholders to learn more about collaborative communities
and review the toolkit, which provides a collection of helpful ideas to foster strong
collaborative communities that are well-prepared to take on health care challenges.

What Is a Collaborative Community?

Ac i fomm in which private- and public-sector
members, which can inchade the FDA, work toge on medical device challenges to
achieve common b,«im nd They are dbyi d stakeholders
and may exist indefinitely, p Jeliverables as needed, and tackle challenges with
broad imp Collab, may develop for a namber of reasons, induding
when:
« Challenges are ill-defined or there is no on the definition of the chalk

o Challenges and owtcomes are complex

o Partners are interrelated

« Incremental or unilateral efforts to address the challenge have been ineffective
« Partners seek 1o optimize efforts, incduding p ing duplication of efforts

. Bdtrroummumddbeuhmwlwh ing different persp
expers , and expertise.

For more infor jon; F ing Collaborative Ci ities to |
Healtheare (FDA Voices, December 4, 2018)
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Members of a Collaborative Community

Collat ive ith pically include diverse, relevant organizations and
individuals impacted by a specific topic. For example, patients and care-partners,
academics, bealth care peofessionals, payers, foderal and stat w&mmloﬁd
regulatory bodies, and industry may be d as part of a collabs




Key Constituency Groups Involved in and Impacted by Ophthalmic Imaging Were
Already Involved in Cooperative Research and Educational Initiatives to Accelerate
Innovation in This Field and Elected to Come Together to Organize a Collaborative
Community on Ophthalmic Imaging Imaging (CCOI) with FDA Participation

» Registration is Open!
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Ophthalmic Digital Health Workshop
Monday, October 23, 2017
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Collaborative Community on Ophthalmic Imaging
Members Mission Statement and Recent Events

OUR MISSION

The Collaborative Community on Ophthalmic
Imaging has set out to clarify challenges, best
practices, strategies and standards while
advancing innovation in the ophthalmic imaging
space. The stakeholders involved are seeking
to develop solutions to refine the diagnosis,
management and treatment of patients with eye
diseases, along with other medical conditions.

st 2020 COLLABORATIVE COMMUNITY ON
3 OPHTHALMIC IMAGING CONFERENCE

Thu, Sep 3, 2020, 700 AM - Fri, Sep 4, 2020, 3:.00 PM

SAVE THE DATE
SEPTEMBE
The Future of Artificial Intelligence- Enabled Ophlhalm c Image Interpretation:

Accelerating Innovation and Implementation Pathways

AMEETING OF THE
COLLABORATIVE COMMUNITY ON OPHTHALMIC IMAGING (CCOI)
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* Current Members of CCOIl

CURRENT MEMBER ORGANIZATIONS INCLUOE
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Critical Issues in Al Enabled Algorithmic Image
Interpretation That Will Benefit From the Work of the CCOI

What are the Performance Objectives
* What are Acceptable Sensitivity and Specificity
* Are They the Same for Screening, Change Analysis and Prognostication
* Physician Decision Support or Autonomous Operation
* Do They Vary Depending on Use Case and Location

* How Do We Regulate Al Software Capable of Learning and Changing
Autonomously Over Time

What are the Standards for Oversight of Software Developed by
Physicians or Healthcare Systems But Not Sold Commercially

What is the Reimbursement Model

What is the Liability Exposure

What are the Ethical Considerations Involved in Al
* Do Patients Need to Give Informed Consent
* Do They Receive the Results Directly or Do Their Physicians Convey it to Them



