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1. Manufacturer Information

AEYE Health
200 Park Avenue 17th floor
New York, 10166

For questions or help, please contact AEYE Health at +1 (866) 28343 or info@aeyehealth.com

2. Indication for Use

AEYEDS is intended for use by health care providers to automatically detect more than mild
diabetic retinopathy (mtmDR) in adults diagnosed with diabetes who have not been previously
diagnosed with diabetic retinopathy. AEYEDS is indicated for use with the Topcon TRC NW400 or
the Optomed Aurora retinal imaging camera.

3. Contraindications

AEYEDSexclusion criteria apply to subjects with the following conditions:

9 Vision loss that cannot be corrected (e.g., with eyeglasses), blurred vision, or floaters.
91 Diagnosed with macular edema, severe neproliferative retinopathy, proliferative
retinopathy, radiation retinopathy, or retinal vein occlusion.
9 History of laser treatment of the retina or injections into either eye, or any history of retinal
surgery.
9 Contraindicated for fundus imaging:
0 Hypersensitive to light
0 Recently underwentphotodynamic therapy (PDT)
0 Taking medication that causes photosensitivity
0 Ahistory of angle-closure glaucoma or narrow anterior chamber anglegin patients
who require dilation.

4. Glossary
4.1 Glossary of terms

AAO The American Academy oDphthalmology is a global community of eye
physicians and surgeons that set eyecare standards

PPP Preferred Practice Patterns

AEYEDS Client 4EA O1 £OxAOA ET OOAI T AA 11 OEA 00/

send them for analysis to theAEYEDS Service and receive back analyses
AEYEDS Service The component of AEYIDS that resides in the cloud, receives images
uploaded via the AEYEDS Client, analyzes the images using software, an
sends back a diagnosis to the Client

AEYEDS Operator | Instruction manual for using AEYEDS in conjunction with an indicated
Training Manual fundus camera

DR Diabetic Retinopathy



mailto:info@aeyehealth.com

mtmDR More than mild diabetic retinopathy: moderate nonproliferative
retinopathy, severe nonproliferative retinopathy (NPDR), prdliferative
retinopathy (PDR), and/or macular edema, as defined in the AAO PPP
NPDR Non-proliferative diabetic retinopathy

PDR Proliferative diabetic retinopathy

4.2 Glossary of Symbols

Warning - indicates a potentially hazardous situatiorassociated with the use or
A misuse of the device which, if not avoided, could result in serious injury, death, or
serious other adverse reaction

f Date of Manufacture
|,\,

Manufacturer

Consult Manual Before Use

(T3]

5. Warnings and Precautions

5.1 Prerequisites
& Tooperate AEYEDS safely and according to the intended purpose, the following
prerequisites must be met:

1 You should have a general understanding of the use of a personal computer running
-EAOT O1 £#OA 7ET AT xO x 1T O 1TAxAOS8

1 You should be acquairgd with the use of the indicated fundus camera.

1 AEYEDS should be installed according to the instructions in Section 7 of this User Manual.

1 You must read and understand the Intended Use, Warnings, and Operating Instructions.

5.2 Warnings
& The following warnings apply to all aspects of the AE¥BS system:

1 AEYEDS is only designed to detect more than mild diabetic retinopathy. AEXES is not
intended to detect concomitant diseases, ophthalmic diseases, or other systemic diseases.
Patients should not rely onAEYEDS for detection of any other disease.

9 Patients with an AEYEDS output indicating more than mild diabetic retinopathy should be
immediately referred to an eyecare provider for further assessment and treatment that is
consistent with the recommendatins of appropriate professional entities. In cases where
the AEYEDS test provides no result, the patient should always be immediately-tested or
referred to an eyecare provider. In cases where the AEMES test does not detect the



presence of referable dsease, the patient should be strongly encouraged to test again at an
appropriate point in the future.

People with diabetes may be at elevated risk of glaucoma and should be seen by an eyecare
provider for glaucoma screening in accordance with recognized piant management
recommendations. AEYEDS does not detect glaucoma.

Patients should be informed that AEYHDS does not treat retinopathy and that their images
are analyzed to determine whether further examination is needed by an eyecare provider.
Physiciansshould review AEYEDS results and advise patients of recommended referrals to
an eyecare provider for evaluation and possible treatment.

If AEYEDS is not able to generate a diagnostic result on a patient who has been
pharmacologically dilated, the patiem may have vision threatening diabetic retinopathy or
other abnormalities including cataract. Such patients should be promptly seen by an
eyecare provider for evaluation.

Patients should be advised to immediately seek an eyecare provider if they experience
vision loss, blurred vision, floaters, or any other symptom, as these symptoms require the
immediate attention of an eyecare provider.

Do not use AEYDS to test for diabetes mellitus. AEYES is only for use in people already
diagnosed with diabetes meltus.

It is important for you, the user, to be aware of the limitations of AE¥ES. AEYIDS

performs computerized interpretation of retinal images. AEYEDS may fail to detect diabetic
retinopathy when the condition exists (false negative) and erroneouslynidicate that the
condition exists when in reality it does not (false positive).

AEYEDS is designed to work with good quality, in focus, digital retinal color images of the
macula and [optionally] disc. Do not submit retinal color images that are of poorality,
retinal color images that were not taken using an indicated digital fundus camera, retinal
images that are not in color, images of other tissues or objects other than the retina, or color
images that were obtained by scanning images.

AEYEDS isonly intended to be used with images acquired with a Topcon TREW400 or
Optomed Aurora. Refer to the FDA approved label of the Topcon TR&/400 or Optomed
Aurora for relevant contraindications, warnings, and precautions.

Pharmacologic dilation (mydriasis)using a Tropicamide 1.0% solution may be required to
capture sufficient quality images in some patients. Refer to the FDA approved label of
Tropicamide 1.0% for relevant contraindications, warnings, and precautions.

The user is responsible for ensuring tht the corresponding images and filenames for a
particular patient are labeled appropriately to avoid mistaken identity with respect to
AEYEDS results.

Users should regularly ensure that AEYADS Client software is operating on a computer that
is free of vruses or malware and is updated with the latest security patches.



6. Product Information

6.1 Device Outputs and Definitions
AEYEDS will provide one of four diagnostic results:

1) More than mild diabetic retinopathy detected: Refer to an eyecare professiah
2) Negative for more than mild diabetic retinopathy: Retest in 12 months

3) Insufficient image(s) quality

4) Exam processing cannot be completed

The AEYEDS device will indicate when image quality is insufficient to perform the diagnosis or
when a technical eror occurred during the diagnosis process.

Insufficient Image(s) Quality: Fundus images that are not of sufficient quality to rule out disease

are indicated with ared frame inthe AEY® 3 #1 EAT O OI OEAO OAI AGAT O EI AC

be retaken. AZAYEDS will indicate which of the images submitted did not pass its image quality

filters so that the user may retake and replace the image(s). Images may be retaken nion

mydriatically or retaken after pharmacological dilating drops have been administered.

A Warningg O0AOEAT OO xEI OAAAEOA A OAOGOI O T &£ O)1 OOEA
AEYEDS imaging protocol should be referred to an eyecare professional for evaluation.

Exam Processing Cannot Be Completed: AEYEDS will communicate to the usewhen a technical

failure to complete the diagnosis process has occurred. In such cases the user should attempt to

resubmit patient images for diagnosis or work to troubleshoot problems that may prevent the

AEYEDS Client from communicating with the AEYdDSService.

A Warningd, 0 AOQEAT 6O xEI OAAAEOA A OAOGOI O T £ OwBAI 0
following the AEYEDS imaging protocol should be referred to an eyecare professional for
evaluation.

6.2 Limitations
See Contraindications in Section 3.

6.3 Principles of Operation

After installation, the AEYEDS Client software works in conjunction with the AEYIDS Service,

which analyzes retinal images to produce a diagnosis. To perform an analysis, retinal images are
selected using the AEYDS Client. he AEYEDS Client sends the images securely over the internet
to AEYE Health servers (AE¥ES Service) which process the exam images and return the results to
the AEYEDS Client. The results with the clinical decision can then be viewed in the AEME Cliat.

To perform an analysis, the user must have an active AEYES account and the AE¥BS Client

must be authorized with a registration code, which must be obtained from AEYE Health.



7. Installation
& Warning : AEYE Health recommends that installation and stem changes be performed by
individuals familiar with the IT systems on which the AEYEDS Client is running.

7.1 System Requirements
To use the AEYIDS device you will need the following:

1. A computer running a Microsoft Windows Operating System (Windows @r newer).
2. A working internet connection.

Specific computer hardware requirements can be found in Sectidi¥ of this User Manual.

7.2 Installation
1. Download the installation package fromhttps://clinics.aeyehealth.com/client/publish.html
2. Using the Windows File Explorer, browse to the location on the hardisk where the AEYE
DS setup.exe has been saved. Douglick setup.exe to launch the installer.
3. Follow the installer prompts to install the software.

7.3 Registration

A Clinic Key from AEYE Health is required as part of the installation process. Without the Clinic Key
the Client will not function. To obtain a code, contact AEYE Health or your AEYE Health
representative.

After installation, the AEYEDS Client can be started by doublelicking the AEYE Diagnostics
application from the Windows application menu.

On first execution, you will be required to enter your Clinic Key. An internet connection is required
for the AEYEDS Client to verify this code and register the Client.

AEYEDS will allow insertingan invalid Clinic Key up to three times, after which it will notify the
user to contact AEYE Health.


https://clinics.aeyehealth.com/client/publish.html

AEYE Health

‘ AEYE-DS Fundus Image Analysis

AEY EHealth

® User Bl ?
Patient ID: Enter patient ID Test Date: Tue, 29 Sep 2020 11:13AM

Right Eye Left Eye
Disc Cen: Please enter your Clinic Key

|
o

Rignteye Left Eye

Macula Centered + _I__
Reset Submit

7.4 Getting Started
1. Download and install the AEYEDS Client.
2. Sd up an approved fundus camera to produce fundus images that can be exported to a data
storage location accessible to the AEYBS Client.
3. Configure the exam space so that minimal light is present.

7.5 Camera Pairing Confirmation
When the AEYEDS Client idaunched, the system will ask to confirm that an indicated fundus
camera is paired with the device:

- Company confidentiag
Paged



AEYE Health

AEYE-DS Fundus Image Analysis

AEY EHealth

® User AEYE Health Clinic 2
Handheld =) §
Patient ID: Enter patient ID Test Date: Tue, 29 Sep 2020 11:15AM
Right Eye Left Eye

Disc € are you using fundus images produced by an
Optomed Aurora?

Macula Centered __I__ _I__

Reset Submit
00AOO O#11 AEOI 6 ODS i$hkidgrigEd witd &nAn@icat®dcAmeta Zy3tém.
Users will be asked to confirm AEY4DS is being used with amidicated camera system each time

the AEYEDS Client is started.

7.6 Software Updates

All updates to the AEYEDS Client will be communicated by AEYE Health to the user via email or
phone. Updating the Client requires uninstalling the current version of thelient from Windows
Settings >> Apps & Features, and then running the setup file for the new Client supplied by AEYE
Health.

7.7 Accessing the User Manual and Product Label

AEYE$ 3 #1 EAT O AT i A0 xEOE Al Al AA(‘)O'l’TEcénldc'Bé OEA
thetoprignt-E AT A OEAA 1T &£ OEA #1 EAT 08 41 1 pPAT OEA iATC)A
the manual in a separate viewer window.

AEYE$ 3 #1 EAT O EAO A1l 1 £Z£ZEAEAI DPOI AGAO 1 AAAI OEAO A/

- Company confidentiag
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8. Image Capture
Images submitted for analysis to AEYADS need to be obtained from an approved fundus camera

8.1 Topcon TRC NW40avith IMAGEnet 6
SeeAppendix A for instructions.

8.2 Topcon TRC NW40Qvith IMAGEnet 5
SeeAppendix B forinstructions.

8.3 Topcon TRC NW40@vith Lombart DVS
SeeAppendix C for instructions.

8.4 OptomedAurora
SeeAppendix D for instructions.

9. Submitting Images forDiagnosis

9.1 Submission Criteria
To obtain an AEYEDS result for a set of patienimages, the following prerequisites must be met:

AEYEDS Client is operational.

The AEYEDS Service is available.

The computer on which the AEY#DS Client is installed is connected to the internet.

You have an active AEY-ES account with AEYE Health.

Depending on your AEYEDS Client configuration, there must be a maculeentered for each
eye and optionally a disecentered image for each eye for a total of two or (optionally) four
images.

6. All images were obtained from the same patient on the same day, withe same camera.

7. The image file format must be JPEG or PNG.

8. All images should be acquired by a Topcon TRC NW400 or an Optomed Aurora camera.

ohobdRE

The AEYEDS Client must be connected to AEYE servers before submitting any images. This is
indicated by the connecion status indicator located on the top left of the AEYABDS Client window.

When a connection is available, a green light will appear. When no connection is available, a red will

light.



AEYE Health

Two Images per Eye Onelmage per Eye

! AEYE-DS Fundus Image Analysis ¢ AEYE-DS Fundus Image Analysis

b 4
AEYE Health

AEY EHealth

i T ] . AEYE Health Clinic 2
@ User: AEYE Health Clinic = 2 e Bl
Patient 1D: | Test Date: Wed, 23 Sep 2020 04:35 PM Patient ID Test Date: Tue, 29 Sep 2020 11:16 AM
Right Eye Left Eye Right Eye Left Eye
Disc Centered _|_ _|_ Disc Centered
Right Eye Left Eye Right Eye Left Eye
Macula Centered _l_ _I_ Macula Centered _|_ _I_
Reset Submit Reset Submit

‘ AEYE-DS Fundus Image Analysis :,.\3

-

AEYEHealih

AEYE-DS Fundus Image Analysis

AEYE Health

@ User: AEYE Health Clinic = ? @ User: AEYE Health Clinic Py
Handheld =N
Patient ID Test Date: Wed. 23 Sep 2020 04:36 PM Patient ID: Test Date: Tue, 29 Sep 2020 1117 AM
Right Eye Left Eye Right Eye Left Eye
Disc Centered —|— —|— Disc Centered
Right Eye Left Eye
Right Eye Left Eye
Macula Centered
+ + Macula Centered + _|_
Reset Submit
Reset Submit

- Company confidentiag
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AEYE Health

9.2 Selecting and SubmittingPatient Images

The user will key in a patient ID. Patient ID is mandatory. It is used to identify the patient on the

diagnosis report produced by AEYDS.

417 AAA PAOGEAT O Ei ACAOh b OAEoreHillfoped SdecthdQ@Files ! 7E
Explorer the relevant image (i.eMacula CenteredRight Eye, Macula Centeretleft Eyeand

optionally, disc-centered right eye, disecentered left eyq.

& The image file should NOT have a space in its file name.

Two Images per Eye Onelmage per Eye

AEYE-DS Fundus Image Analysis el AEYE-DS Fundus Image Analysis

i 2 ® User: AEYE Health Clinic 2
® User: AEYE Health Clinic =) i =
Patient ID: TLV-007 Test Date: Wed, 23 Sep 2020 04:38 PM Patient ID: TLV-007 Test Date: Tue. 29 Sep 2020 1123 AM

Right Eye Left Eye Riaght Eve Left Eye

Disc Centered Disc Centered

Macula Centered + Macula Centered

Submit

- Company confidentiag
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41 OAp1I AAA A OAI AAGAA Ei ACAh EIT OAO 1 6GAO OEA EIiI ACA
APPAAO8 00AOO O Bt Fid Bxpldrér @ilkapen ESAléct an ikhgA from the File
Explorer.

Two Images per Eye Onelmage per Eye

AEYE-DS Fundus Image Analysis AEYE-DS Fundus Image Analysis

AEYEHealth AEY E Health

; A 2 @ User AEYE Health Clinic )
® User: AEYE Health Clinic B e B -
Patient ID: TLV-007 Test Date: Wed, 23 Sep 2020 04:39 PM Patient ID: TLV-007 Test Date: Tue. 29 Sep 2020 1122 AM

Left Eye Right Eye Left Eye

G Disc Centered

Right Eye Left Eye

Disc Centered

Left Eye

Macula Centered + Macula Centered

The AEYEDS Client will detect when the same image file is selected more than once. The Client will
mark the duplicate images with a yellow frame. Hovering overtheim@A xEI1 1 AEODBPI AU OEA
icon to allow the user to replace the duplicate image file(s).

Reset Submit Reset
Two Images per Eye Onelmage per Eye

AEYE-DS Fundus Image Analysis . ' ‘ AEYE-DS Fundus Image Analysis

AEYEHealth AEYEHealth

@ User: AEYE Health Clinic ? User: AEYE Health Clinic ?
=) § v e =) §
Patient ID: TLV-007 Test Date: Wed, 23 Sep 2020 04:42 PM Patient ID: TLV-007 Test Date: Tue, 29 Sep 2020 1124 AM

Right Eye Left Eye Right Eye Left Eye

Disc Centered Disc Centered

Right Eye Left Eye Right Eve eft Eve

Macula Centered Macula Centered

Submit

Reset

Submit

- Company confidentiag
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AEYE Health

The AEYEDS Client performs basic checks on the image file name. If iheage file name contains
text indicating whether the image is of the left or right eye (i.e. L/R or Left/Right) then the AEYBES
Client will verify that the image file is placed in the appropriate location. If for example an image of
the left eye is placedn a location requiring an image of the right eye, then the Client will mark the

Ei ACA

At any stage in the image selection and placement process, the user &A1 AAO 02 AOA O

02A0A00G
process for a patient exam.

I'T AR AT
PresO O3 OAi EOS

Two Images per Eye

AEYE-DS Fundus Image Analysis

xEOE A UAII

| %

OAiI T 6OAO Ail EIAGAO AT A 0AOEAT O
Ei ACAO AOA bpI AAAA ET OEAEO AAO
xEAT OAAAU O1T OAT A OEA EI A

Onelmage per Eye

AEYE-DS Fundus Image Analysis

AOAT A AT A AEODPI AU OEA O#EAT GCA

568 0 O0A4
y$ ET & Of A
CT AOAA i
AO &£ O AE

@ User: AEYE Health Clinic

Patient ID: TLV-007

Riaht Ew
Right Eye

Disc Centered

Macula Centered

Test Date: Wed, 23 Sep 2020 04:44 PM

=)

. AEYE Health Clinic
® U e

Patient ID: TLV-007

R"‘,” t Eye

Disc Centered

Macula Centered

- Company confidentiag
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Test Date: Tue, 29 Sep 2020 1121 AM

Left Eye




AEYE Health

When the exam is being processed by the AEYES Service, a progress bar will appear on the top
part of the AEYE Client.

Two Images per Eye Onelmage per Eye
AEYE-DS Fundus Image Analysis bl ‘ AEYE-DS Fundus Image Analysis
@ User: AEYE Health Clinic Uploading files ) 7 ® User: AEYE Health Clinic Doloading files =1 2
: Handheld g
Patient ID: TLV-007 Test Date: Wed, 23 Sep 2020 04:44 PM Patient ID: TLV-007 Test Date: Tue, 29 Sep 2020 11:25 AM

Right Eye

Left Eye Right Eye eft Eye

Disc Centered Disc Centered

Left Eye

Macula Centered Macula Centered

Reset Submit Reset Submit

After less than a minute, the AEYADS system willgenerate an output.

- Company confidentiag
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9.3AEYEDS Outputs
The AEYEDS Client willoutput one of four possible results:

More than mild diabetic retinopathy detected: Refer to an eyecare professional
Negative for more than mild diabetic retinopathy: Retest in 12 months
Insufficient image(s) quality

Exam processing cannot beompleted

PN PE

Two Images per Eye Onelmage per Eye









































































































