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FDA Grants Al-Powered Notal Vision Home OCT "SCANLY" De Novo Marketing Authorization
First-ever home retinal imaging service to monitor wet AMD, the leading cause of blindness for older
patients

Manassas, VA (May 16, 2024) Digital healthcare provider, Notal Vision, announced today that the US Food
and Drug Administration (FDA) has granted De Novo authorization for its patient self-operated SCANLY®
Home OCT device. Designated by the FDA as a Breakthrough Device for patients suffering from wet, or
neovascular, age-related macular degeneration (hvAMD), SCANLY Home OCT aims to help improve
personalized care for these patients.

SCANLY captures spectral-domain optical coherence tomography (OCT)
images in a 10 by 10-degree area centered on the point of fixation. The
proprietary, artificial intelligence (Al)-based Notal OCT Analyzer (NOA)
segments and estimates the volume of hypo-reflective spaces (HRS)—

important biomarkers in managing nvAMD—on OCT images.

Ophthalmologists will be able to prescribe the SCANLY Home OCT J
Monitoring Program, provided by the Notal Vision Monitoring Center, for >
greater disease insights through remote access to high-resolution OCT

images and NOA image analysis between patients’ regularly scheduled

office visits.

In two pivotal US trials involving over 500 patients, Notal Vision demonstrated that SCANLY is a safe and
efficacious way to visualize intra- and subretinal hypo-reflective spaces.’? The user-friendly nature of
SCANLY is illustrated in findings from the longitudinal pivotal study of nvAMD patients with a mean age of
77 years.? 97% of all participants were able to successfully obtain OCT images at home. The participants
performed a total of 5,426 scans in the study eye, with 97% of all imaging attempts being successful. An
adherence rate of 5.9 scans/week was observed. The self-imaging by patients took 48 seconds on
average.

After enroliment in the SCANLY Home OCT Monitoring
Program and delivery of the device via courier, patients
complete set up and begin daily scanning from the comfort
of home. At the end of each session, images are
automatically transmitted via a built-in wireless connection .
to the Notal Health Cloud for analysis. Physicians can review §MECOC£‘N9!'.,Ym
data, set eye-specific notification criteria, including a volume { -

threshold for total retinal hypo-reflective (TRO) spaces, and v

PATIENT MANAGEMENT |

receive notifications through a HIPAA-compliant web portal. \

Patients are supported by clinically trained staff at the
physician-led Notal Vision Monitoring Center, which has
monitored more than 44,000 patients since introduction of
the ForeseeHome® AMD Monitoring Program, a Medicare
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covered service for monitoring intermediate AMD, in 2016. As the patients’ first point of contact, the
monitoring center manages insurance and benefits verification, phone support, and compliance reminders
on behalf of the physician’s office.

“It has been a privilege to participate in several Home OCT clinical trials. | was impressed by the overall
positive patient experience and their ability to reliably self-image without any assistance or training from
our clinic,” said Jeffrey S. Heier, MD, Director of the Retinal Service and Retinal Research at Ophthalmic
Consultants of Boston. “The Al-based image analysis is an added benefit of the imaging technology, as it
facilitates monitoring for those practices managing a large number of patients. | am eager to have this
game-changing technology available for our patients.”

A set of established and dedicated CPT codes for remote OCT (0604T, 0605T and 0606T) allows
physicians and the monitoring center to bill for their services every 30 days.* The company will work with
the community and Medicare Administrative Contractors to establish coverage and payment for remote
OCT billing codes.

“We are very excited to receive FDA authorization to market SCANLY Home OCT as the first-ever patient
self-operated, home-use device that gives physicians remote access to high-resolution, cross-sectional
retinal images and Al-based analytical biomarkers of their patients eyes between office visits,” said Kester
Nahen, PhD, CEO of Notal Vision. “We look forward to supporting our referring physicians in navigating
their wet AMD patients’ care.”

"Building on our ForeseeHome patient engagement platform, this SCANLY Home OCT FDA authorization
greatly advances our mission of enabling physicians to preserve patient’s functional vision,” said Guy
Katsav, Notal Vision’s Chairman and Managing Director at Ganot Capital. “The personalized patient care
offered by the SCANLY Home OCT Monitoring Program, coupled with the early disease detection offered
by our Medicare reimbursed ForeseeHome Program, will allow our patients the possibility to maintain
their independence and never miss their grandchild’s smile”.

Notal Vision’'s SCANLY Home OCT has the potential to support current and future advances in retinal
disease management. For example, pharmaceutical companies have been evaluating the role of the
technology in several longitudinal clinical trials since 2021, and the DRCR Retina Network is currently
conducting Protocol AO, a two-year, 600-patient randomized controlled trial involving Home OCT.?

For more information, click here to visit the SCANLY Home OCT Monitoring Program webpage.
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About Notal Vision

Notal Vision is a patient-centric ophthalmic remote monitoring services provider extending retinal disease
monitoring from the clinic to the home, providing physicians with remote monitoring services to support
their patient care between office visits. With a proven approach to home-based, self-operated
diagnostics, Al-enabled data analysis, and patient engagement, our goal is to help doctors preserve
patients’ vision. www.notalvision.com

The Notal Vision Monitoring Center (NVMC) is a remote, Medicare credentialed ophthalmic monitoring
center and the epicenter of patient engagement. Led by practicing ophthalmologists and supported by
certified ophthalmic professionals, the Monitoring Center offers a nationwide age-related macular
degeneration (AMD) home monitoring service for patients.

The ForeseeHome® AMD Monitoring Program is a comprehensive program, which includes an FDA-
cleared device that monitors visual changes in intermediate dry AMD patients at risk of vision loss from
undiagnosed wet AMD.

With the addition of the SCANLY Home OCT system to the Notal Vision family of monitoring products,
wet AMD patients are able to perform technician-free OCT scanning at home with rapid and self-guided
fixation — critical components, especially for elderly patients frequently with pre-existing vision loss. The
Notal Vision Monitoring Center provides patient data to the physician via the online SCANLY Portal.
Physicians are provided 24/7 access to all their patients' B-scan images from each SCANLY Home OCT
scan with the location of the hypo-reflective spaces annotated on each B-scan. The Notal OCT Analyzer
(NOA), a proprietary machine learning algorithm, performs automated analysis of the Home OCT scans
and generates a report to the physician when a physician specified change is detected. Following
physician receipt of a change notification, a patient may be brought to the office for further evaluation if
warranted.

*DISCLAIMER: All coding and reimbursement information supplied is for illustrative purposes only and does not
constitute specific advice. The final decision for coding of any procedure must be made by the healthcare provider
after considering the medical necessity of the services and supplies provided as well as all applicable federal, state,
and local laws or regulations. Reasonable effort has been made to ensure the accuracy of the information provided,
however, all coding and reimbursement information is subject to change without notice, and specific payers may
have their own coding and reimbursement requirements and policies. Finally, all submissions to the federal
government must be truthful and not misleading and require full disclosure for the reimbursement of any service or
procedure. Please contact your local payer for interpretation of the appropriate codes to use for specific purposes.
Notal Vision specifically disclaims any responsibility arising from the use of this illustrative information.

CPT®is a registered trademark of the American Medical Association (AMA). CPT coding is copyrighted by the
AMA. All rights reserved.

#H##

SM-273.1


http://www.notalvision.com/

