VISIONIX

OCT autofusion

User Manual

Reading through accompanying documents is a mandatory action
before using this equipment

810-C2801-101 Rev. F




Table of Contents

lintroduction
1.1 Outline
1.2 Intended Purpose
1.3 Indications for Use
1.4 Proper Instrument Use
1.5 Target Patient Population
1.6 Intended Users
1.7 Equipment Classification
1.8 Intended part of the body or type of tissue applied to or interacts

A DDA OWWWWW

with 4

1.9 Contraindications 4
1.10Clinical benefit 5

2 Safety Information 6
2.1 Displays for Safety Use 6
2.2 Symbols and Labels 9
2.3 Protective Packing Symbols 10
2.4 Product Compliance 11
2.5 Service Life 16
2.6 Cybersecurity information 16
2.7 Cybersecurity functions 18
2.8 Data back up 19

3 Instrument Description 20
Model: OCT 20
Trade Mark: VISIONIX 20
Trade Name: autofusion 20
3.1 Introduction 20
3.2 The standard shipment contains 21

4 Getting Started 22
4.1 Unpacking the System 22
4.2 System Setup/ Connection 24
4.3 Start the System 24
4.4 Cornea Anterior Module (CAM) installation 25

17/93



5 Introduction of User Interface

5.1
5.2
5.3
5.4
5.5
5.6
5.7
5.8
5.9

Main Window
Capture Page
REVIEW Page
Analysis Page
Trend Page
Report Page
Capture
Settings

Exit

5.10Software Update
5.11 Imaging Artefacts
5.12Avoiding or Reducing Imaging Artefacts

6 Specifications

6.1
6.2

Product Specification
Environmental Conditions

7 Troubleshooting Guide

8 Maintenance

8.1
8.2
8.3
8.4
8.5
8.6

Prevent Dust Accumulation
Ocular Lens Cleaning
Chinrest and Forehead Rest
LCD Display/Touch Panel
Cleaning Enclosure

Regular inspection

27
27
32
36
37
58
61
70
77
81
83
84
88

89

89
90

91

92
92
92
92
92
92
92

2/ 93



1

Introduction

11

1.2

1.3

1.4

Outline

The Automated Optical Coherence Tomography and Camera (autofusion) is
a non-contact, high-resolution tomographic and bio-microscopic imaging
device. It is indicated for in-vivo viewing, axial cross-sectional imaging, color
fundus imaging of posterior ocular structures. It is also indicated for in-vivo
viewing, axial cross-sectional imaging of anterior ocular structures.

Intended Purpose

The device is a non-contact and in vivo imaging device, which is indicated for
use as an aid of diagnosis to observe and record the cross sectional, en face,
or 3D imaging of cornea and retina, as well as provide the thickness
information.

Indications for Use

The device is a non-contact and in-vivo imaging device integrating the
functions of Optical Coherence Tomography and Fundus imaging. It can
provide the cross sectional, en face, or 3D imaging for ocular internal
structure, such as cornea, retina, macular, nerve fiber layer, and so on. The
intended user can use the device to observe and record the ocular images of
intended patient as an aid for diagnosis.

A Reference Database comprising of measurement data of normal subjects
is integrated in the device. It can provide a quantitative reference of the
thickness of retinal nerve fiber layer, optic nerve head, and macula for the
patients.

NOTE: The device is not intended to be used as the sole diagnostic method
for disease.

Proper Instrument Use

1 The device is a medical device; it must be operated by properly trained
and qualified person(s) only. The operation should be supervised by a
physician. If abnormal behavior is observed due to EM disturbances,
please relocate the device.

1 Please be sure to read the user manual to understand the safety

precautions before operating this device.

Always enter patient information first.

Prepare patient contact surfaces (forehead rest and chinrest) according

to the cleaning method in this manual.

1 Instantly turn off the power switch of this instrument and disconnect the

power cable if uncertain problems arise.

Clean ocular lens frequently to ensure good image quality.

= =

= =4

during the examination.

Adjust the height of adjustable tabl

o

T Align the patientbés eye position t
chinrest and forehead rest assembly.
T Dim the room |ights to allow natur al
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provide a comfortable visualization of the fixation target without glare.
T I nspection of t he issecanmendesitobd uncti onali
conducted once a year or whenever any repairs are made.
1 The power cord is the only way to disconnect the system completely
from the power source. For any emergency, turn the system power
OFF, then immediately unplug the power cord from the wall or from the
system.

1.5 Target Patient Population
1 Adults seeking eye care or undergoing routine eye examination who
are capable of following instructions and able to complete eye
examination in sitting position.
1 Part of the Body, type of tissue to which applied or with which the
device is Interacting
3 Exterior of the eye (including eye
3 Anterior segment of the eye (inclu
layers, iris, angle, anterior chamber, and crystalline lens), with or
without attached/embedded devices, e.g., contact lens, corneal
implants, intraocular lens, etc.
3 Posterior segment of the eye (includ
nerve, choroid, and sclera)
Frequency of Use: As needed for diagnosis and preventive measures.
Physiological Use: N/A
Statement of whether the device is intended for prescription and/or
over-the-counter use: The device is intended for prescription use only.

|
di

= =4 =4

1.6 Intended Users
The device shall be used by ophthalmologists, optometrists and technicians
who have the professional training and experience on ophthalmic imaging
devices.

1.7 Equipment Classification
1  Type of protection against electric shock: Class 1
1 Degree of protection against harmful ingress of water: IPX0
1  Class of operation: Continuous

1.8 Intended part of the body or type of tissue applied to or interacts with
The device is designed to contact the intact skin of the patient using a chin
and headrest. The scanner function is intended to scan the human eye.

1.9 Contraindications
This device is not designed, sold, or intended for use except as indicated.
There are specific contraindications:
1 Patients who are hypersensitive to light
1 Patients who recently underwent photodynamic therapy
1 Patients taking medication that causes photosensitivity
1  No contraindications for pediatric population, pregnant or breastfeeding
women
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1.10 Clinical benefit
The intended clinical benefit to patients is providing physicians with high
quality cross-sectional and en face ocular imaging as an aid to accurate
diagnosis, achieved throughnon-c ont act exami nation. The
deliver  detailed structural images and precise  thickness
measurements enables physicians to detect disease at earlier stages when
treatments is most effective, monitor treatment response reliably over time,
and make timely adjustments to therapy. This comprehensive diagnostic
capability ul ti mately i mproves patientsd chal
function through timely diagnosis and optimized treatment management.
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2 Safety Information

2.1 Displays for Safety Use

Display

Meaning

WARNING

AWARNI NGO i n ¢greserme & & harzandethat could
result in severe personal injury.

CAUTION

ACAUTI ONO indicates the pres
in minor injury.

NOTE

ANOTEO ©provides usef ul i nfo
important.

WARNING

To avoid risk of electric shock, this equipment must only be
connected to the supply mains with protective earth.

WARNING

Do not modify this equipment without authorization of the
manufacturer.

WARNING

The device cannot replace clinical judgement and is intended to
be used only in conjunction with other clinical tools considered
to be the standard of care for measurement and diagnosis of
eye.

WARNING

> BPPP | PP

The device is a medical device. The software and hardware has
been designed in accordance with U.S., European and other
international medical device design and manufacturing
standards. Unauthorized modification of the device software or
hardware, or any addition or deletion of any application in any
way can jeopardize the safety of operators and patients, the
performance of the instrument, and the integrity of patient data.
Any changes, additions or _deletions to factory installed
applications, operating _system _or__modifications _to
hardware in any manner VOIDS the Warranty completely.

WARNING

The device is not intended for home use and may not be stored
or operated in environment conditions other than those
prescribed. (see Specification)

WARNING

Do not obstruct the mains power switch or position the
equipment where the connection to the mains line can be
accidentally disconnected.

WARNING

Equipment is not suitable for use in the presence of a
Flammable Anesthetic Mixture with Air, Oxygen, or Nitrous
Oxide.

WARNING

The device has no special protection against harmful ingress of
water or other liquids (classified IPX0). To avoid damage to the
instrument and cause a safety hazard, the cleaning solutions,
including water, should not be directly applied to the device.
Using a dampened cloth (without dripping), is a good method to
clean the exterior surface of the enclosure.

WARNING

> P PPP

The patient cannot touch any electrical device that is not
powered by the device with any part of his or her body while
being examined. In addition, the device operator must not
attempt to touch the patient and any electrical device that is not
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powered by Device at the same time while examining the
patient. Failure to do so could result in electrical shock to the
patient and/or operator.

WARNING

Do not connect the instrument with anything other than
specified. Otherwise, it may result in fire or electric shock. For
details of purchasing accessories (components/spares), please
contact a Visionix representative or distributor.

WARNING

The device shall be operated by properly trained and qualified
person(s) only.

WARNING

Ethanol is a kind of flammable liquid. Please be careful when
using it in an appropriate amount. Heat and fire sources are
strictly prohibited during use. When use ethanol to clean the
device, they should use appropriate personal protective
equipment (wearing masks and gloves) to prevent harm caused
by contact and inhalation.

WARNING

Use power cords provided with shipment. Do not block access
to unplug the power cord.

To remove power from the system, you must disconnect the
mains plug from the wall outlet. Do not position the system
where plugs are inaccessible during operation.

WARNING

Do not use accessories which are not supplied or
recommended by the manufacturer. Other accessories may
negatively affect EMC performance.

WARNING

The device should not be used adjacent to or stacked with other
equipment. Use of this device adjacent to or stacked with other
devices should be avoided as it could result in improper
operation.

WARNI N

Portable RF communications e

such as antenna cables and e

be used no clcansdrl2t haarc heB) ]
device i ncluding cabl es sp
Ot her wi s e, degradation of th
could result.

CAUTION

The column of the chinrest module is not an applied part and
is considered sensitive due to its metallic construction. Please
avoid touching the column unless required for engineering or
maintenance purposes, as contact may lead to electrostatic
discharge (ESD) or other potential effects.

CAUTION

Be sure to hold the bottom of the base when the device is
moved.

CAUTION

Do not operate the LCD display with wet hands or hard objects.
The LCD display may be damaged.

CAUTION

When adjusting chinrest, be
hand.

>R B B PP P PP P

CAUTION

Make sure to keep safety distance before each image capture.
Look from the side of the patient when setting the stop position
to keep the safety distance.
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CAUTION

The device need to install on the stable table. Do not install in
location that is unstable or exposed to vibration.

CAUTION

Federal law restricts this device to sale by or on the order of a
Physician or Practitioner (CFR 801.109(b)(1)).

CAUTION

The device is produced according to the manufacturing process
Instructions and has passed the safety test in accordance with
the requirements of IEC60601-1, ISO 15004-1 ,ISO 15004-2,
ISO 10940 & ISO 16971.

CAUTION

Because prolonged light exposure could cause light hazard and
risk of retina damage, the use of the device for ocular
examination should not be prolonged. The brightness setting
should not exceed what is needed to provide clear visualization
of the desired structures for documentation.

CAUTION

The embedded LCD display or LED indication on power button
may exhibit 1~2 seconds abnormalities such as a dark screen
or noise when subjected to electrical disturbances from
environment.

CAUTION

Prefer to clean the ocular lens with ethanol; using other
chemicals may cause damage to the lens coating.

CAUTION

Do not clean plastic parts with solvents. It may cause
discoloration and decomposition.

CAUTION

In case of any presence of smoke, smell, noise, vibration, over
heat during the use of machine, please turn off the power switch
and contact your local representative or distributor.

CAUTION

Some patients may experience persistence of vision after using
the devices. Persistence of vision is a natural phenomenon in
the human visual system. While this phenomenon is not
inherently risky, it can cause some patients discomfort for a few
minutes. If it occurs, ask the patients to rest until the
phenomenon disappears.

CAUTION

When the device is ready for disposal, it is to be recycled
according to local (including institutional and national) policies
and procedures.

Do not dispose of the device as general waste.

> B P PPP B P PPP

CAUTION

In accordance with applicable regulatory requirements, any
serious incident that occurs in relation to the use of this device
must be reported to the manufacturer and to the competent
authority of the Member State in which the user and/or patient
Is established.

Note

AFully automatic modeoO means
switch to another eye to do image capture after finish the first
eye.

Note

AAut omati c modeoO means that
one eye automatically.

Note

AManual modeo means that t h
buttons on the touch panel to move the measurement head in
X/Y/Z directions to track the eye.

Note

Material of parts which contact with the patients.
1) Forehead rest: TPE
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2) Chin rest. ABS

2.2 Symbols and Labels

Presence of electrical shock hazard.

Note: Indicates risk of electrical shock due to the presence of
uninsulated high voltage inside the instrument. Do not remove the
instrument cover or parts.

Circuit Breaker

Type B applied parts.

Note: This instrument complies with the specified requirements to
provide protection against electrical shock, particularly regarding
allowable patient leakage current.

Manufacturer

Manufacturer's symbol accompani ¢

Luneau Technology Operations SAS
2 Rue Roger Bonnet
27340 Pont-de-I'Arche, FRANCE

Prescription Use

Serial number

Catalog number / part number

0051

European Conformity with Notified Body Number

Manufacturing Date

MD

Medical device

UDI

Unique device identifier

Input voltage and current
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2.3 Protective Packing Symbols
The protective packing symbols specify the handling requirements and the
transport and storage conditions.

Fragile, Handle with care

Keep Dry

Keep this end upwards

Humidity limitation

Storage condition

) m ) l= '-’ ‘I—I

Es
2

Transportation condition

Temperature limitation

Atmospheric pressure limitation

"}
Ec
,,z
xS

Do not stack

2 Layers only

1l

Waste Electrical and Electronic Equipment (WEEE) Recycling

Instructions

1) When this crossed-out wheeled bin symbol is attached to
a product it means the product is covered by the European
Directive 2012/19/EU.

2) All electrical and electronic products should be disposed
of separately from the municipal waste stream via
designated collection facilities appointed by the
government or the local authorities.

3) The correct disposal of your old appliance will help prevent
potential negative consequences for the environment and
human health.

4) For more detailed information about disposal of your old
appliance, please contact your city office, waste disposal
service or the shop where you purchased the product.

10 / 93



2.4 Product Compliance

g

0051

Medical Device Regulation [MDR (EU) 2017/745 ] certified by notified
Body number 0051

*

)

Indicates this equipment contains Type B applied parts

»

)

The device is classified as follows:

Class | Equipment 1 Protection against electrical shock.

Type B i Degree of protection against electric shock of applied part
(chin and forehead rests).

Ordinary Equipment (IPX0) i Degree of protection against ingress of
liquids (none) (4th edition).

Continuous Operation i Mode of operation

Electromagnetic Compatibility (EMC):

IEC 60601-1-2 (Edition 4.1)

The autofusion TM device has been tested to comply with the emission
and Immunity requirements of IEC 60601-1-2 (Edition 4.1). The
autofusion TM is intended for use in an electromagnetic environment
where radiated RF disturbances are not beyond the standard defined in
IEC 60601-1-2 (Edition 4.1).

A Potenti al | mpacts of Electromagnetic I nte
U Due to el ecitirtoenmrafgenreetnicce, the foll owing fu
may occur:
- Auto eye tracking cannot be completed
- I ncorrect data display
- Unexpected device behavior
A Recommended Measures to Mitigate Interfer
0 When har mful interference meddbtyetuedi ogh
the equipment off and on), users are enco

measur es:

Reorient or rel ocate the device
l ncrease the separation between
Connect the device to an outl et

devices.
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Certification: under IEC 60601-1-2

Manufact ur er 0-=lectremadgnatic anhissimms
The autofusion is intended for use in the electromagnetic environment (for
professional healthcare) specified below.
The customer or the user of the autofusion should assure that it is used in such
an environment.
Emission test Compliance Electromagnetic environment-
guidance
(for professional healthcare environment)
RF emissions Group 1 The autofusion uses RF energy only for its
CISPR 11 internal  function. Therefore, its RF
emissions are very low and are not likely
to cause any interference in nearby
electronic equipment.
RF emissions Class A The_autofusion is suitable for use in all
CISPR 11 establishments other than domestic and
Harmonic Class A those directly connected to the public low-
emissions voltage power supply network that
IEC 61000-3-2 supplies buildings used for domestic
Voltage Compliance purposes.
fluctuations/flicker
emissions
IEC 61000-3-3

Manufacturer 06l éetkramagheni c

Theaut of issi dmt ended
The customer o

for use in

rau tt dfe usshiomnl do fa stshue e

i mmunity

tlfd oel potof emadopad c fhiead it helamen t

that it is

used in such an env

I mmunity t

I EC 60601

Compliance |

El ectromagneti e ¢

test Il evel gui da(nfcperof essi o

heal thcare envi

El ectrostati c | Contact+ 8kV Contact: + 8 kV Fl oor s shoul d be

( ESD) Air: 2 kV, £4 kV, £8 kV, £15kV | Air: £2 kV, +4 kV, +8 kV, +15 ceramic tile. I f

| EC 64200 kv synthetic metlatial

should be at | east

El ectrical fayN 2kV for power |N 2kV for powernfMains power qualit

| EC 6-4800 N 1kV for input{N 1kV for inputftypicakofessimeaallt
environment .

Surge N 0.5kVvV, NikVv IiRN o0.5kVv, N1kV I[Mainwepoquality sh

| EC 6-4800 N o.5kv, Nikv, NN 0.5kV, N1kV, |[typicakofessimaallt
earth earth environment .

Vol t age Di ps, | Voltage dips: Voltage dips: Mai ns power qualit

interruptions
variations on
input | ines

| EC 6-4-0D00

0 % Ur; 0,5 cycle
0 % Ur; 1 cycle
70 % Ur; 25/30 cycles

Voltage interruptions:
0 % Ur; 250/300 cycle

0 % Ur; 0,5 cycle
0 % Ur; 1 cycle
70 % Ur; 25/30 cycles

Voltage interruptions:
0 % Ur; 250/300 cycle

typicakofessimeaallt |
environment . | f {
aut of usiroenqui res
operation during
interruptions, it
theautof ulse opower ed
uninterruptible p
battery.

Power fresxouen¢30 A/
magndtiied d

| EC 64800

m

50 Hz or 60 Hz

30 A/ m
50 Hz and 60 Hz

Theaut of uspioower fr
magnetic fields S
characteristic of

typicakofessieaallt |
environment .
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[NOTE UT is t

he

a. c. mai ns

voltage prior to application of the

t]

Manuf ac tduercd rabrsaltd othr omagneti c

i mmunity |

Thaut of issi amtended for use in tifdoel patof emadompad c fhead it he
The customer ormufttdfeusshiomn dofastslue e t hatenivti riosnmesnetd i n suc
I mmuni ty | EC 60601 { Compliance El ectromagnet i egudmainr
(for professional hea
Conducted H 3Vms: 3 Vrms: Portable and mobil e RF
Il EC 64600 0,15 MHz i 80 MHz 0,15 MHz i 80 MHz equi pment shoul d be wu§g
6 Vrms: 6 Vrms: part aut dfhesnicdnudi ng ca
in ISM bands between | in ISM bands between | r ecommended separati orn
0,15 MHz and 80 0,15 MHz and 80 from the equation appl
MHz MHz the transmitter.
80 % AM at 1 kHz 80 % AM at 1 kHz
Radi ated RH Recommended separation
| EC 64800 3Vim 3Vim d =pa, 2
80 MHz 1 2,7 GHz 80 MHz i 2,7 GHz d =y 8DMHz to 800 MHz
80 % AM at 1 kHz 80 % AM at 1 kHz d =@ 8DOMHz to 2,7 GHZ
Whermrés the maxi mum out
the transmitter in wa
transmitter mandfiagt u
recommended s eapnacreat ii 1
(m).
I nterference may occ
equi pment mar ked with
(@)
NOTE1 At 80 MHz and 800 MHz, the higher frequency range
NOTE2 These guidelines ma¥fl potrampbpet ncaplropagaatoonss
reflection from structures, objects and peopl e.

Recommended

separation distance betw

portable and mobil e RF communaud @atffiuesnonequi
Theaut of uissi oinnt ended for wuse in anfeleatrrod magn eotniadw |
radiated RF disturbances are contr odulted .ucsalnbh eh ecl ups

el ectromagnetic interference b met weannipnogrt ablng
communications equi pmentaut(dfr@sssomed @mmeg n daendd bteh eo w
maxi mum output power of the communications equi pme
Rated maxi mu Separation di shgnte &cequdncy of
power of tr{ m

w 150 kHz to 80 MHz to 8 800 MHz to

d =uo, 2 d =uo, 2 d =0, 3

0,01 0,12 0,12 0,23

0,1 0, 38 0, 38 0,73

1 1,2 1,2 2,3

10 3,8 3,8 7,3

100 12 12 23
For transmitters rated at a maxi mum output powerdi m

meters (m) can be estimated using the equation ap
maxi mum out put powermirtateirng nofwatthes t(rW) according {
NOTE1 At 80 MHz and 800 MHz, the separation distan
NOTE2 These guidelines may not apply in all fibts wa ff

and reflection from structures, objects and pe
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Test specifications for ENCLOSURE PORT IMMUNITY to RF wireless communications equipment
n theé oel potof emasgopadc fhiead it hekk

Manufacturerobéoeleetclr amaginen i c

Theut of issi amtended

for wuse

i mmuni t

The customer ormuttdfeusshiomn dofaststuee that it is used in such
Compliance
Test Band @ Maximum Distance IMMUNITY TEST LEVEL
frequency (MH2) Service® | Modulation power (m) LEVEL (V/m)
(MHz) (W) (VIm) (for professional
healthcare)
Pulse
385 380171 390| TETRA 400 | modulation b) 1,8 0,3 27 27
18 Hz
FM c)
. GMRS 460, +5 kHz
450 43071 470 ERS 460 deviation 2 0,3 28 28
1 kHz sine
710 Pul
ulse
745  |7047 787|-TE Band 13,1 1 qulation b) 0,2 0,3 9 9
17
217 Hz
780
810 GSM
800/900,
870 TETRA Pulse
8007 960 800, modulation b) 2 0,3 28 28
iDEN 820, 18 Hz
930 CDMA 850,
LTE Band 5
GSM 1800;
1720 CDMA
1900;
1,700 i GSM Pulse
1845 modulation b) 2 0,3 28 28
1,990 1900; 217 Hz
DECT,;
1970 LTE Band 1,
2
Bluetooth,
2 400 i WLAN, Pulse
2 450 2’570 802.11 b/g/n,| modulation b) 2 0,3 28 28
' RFID 2450, 217 Hz
LTE Band 7
5240 Bul
. ulse
5500 | 21001 WLANBO2.111 4 1ation b) 0,2 0,3 9 9
5,800 a/n
217 Hz
5785
NOTE If necessary to achieve the IMMUNITY TEST LEVEL, the distance between the transmitting antenna and the

ME EQUIPMENT or ME SYSTEM may be reduced to 1 m. The 1 m test distance is permitted by IEC 61000-4-3.

a)
b)
©)

For some services, only the uplink frequencies are included.
The carrier shall be modulated using a 50 % duty cycle square wave signal.

As an alternative to FM modulation, 50 % pulse modulation at 18 Hz may be used because while it does not

represent actual modulation, it would be worst case.
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Manufacturer bl eéetclhr@amagineni c i mmuni t

Test specifications for ENCLOSURE PORT IMMUNITY to proximity magnetic fields

Thaut of usi aomtended for use in tHé oel @ooctof emasgopidic fhiead it helz
The customer omrutthfeshioer dohssbhee that it is used in such
Frequencies | Test Level Modulation Dwell time Compliance LEVEL
[A/m] [s] [A/m]
(for profession
30 kHz (a) 8 Cw 3 8
Pulse modulation (b)
134,2 kHz 65 2.1 kHz 3 65 (c)
Pulse modulation (b)
13,56 MHz 7,5 50 kHz 3 7,5 (c)
Note:

() This test is applicable only to ME EQUIPMENT and ME SYSTEMS intended for use in the PROFESSIONAL

HEALTHCARE ENVIRONMENT.
(b) The carrier shall be modulated using a 50 % duty cycle square wave signal.

(c) r.m.

S .

before

modul ation is

applied.
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2.5 Service Life

The service life of the device is 5 years if specified inspections and
maintenance are done.

2.6 Cybersecurity information

2.6.1 Objective
The purpose of this section is to summarize the system's cybersecurity
control measures, including performing risk analysis, describing potential
issues the device may encounter, listing suggested measures, and
introducing the functions designed to enhance security within the device.

2.6.2 System overview
The system has the following interface that are critical for cybersecurity:

A  ETHERNEport for DI COM/hPAAC®Ee viincdee'rsf ac@n n

met hod uses an Ethernet interface

the hospital's internal net wor k. The
sending quer yher evhNie sstesr vtea tvi a t he
retrieve patient information. After
upl oads the DICOM files to the PACS
net wor k. Al connections are recommen
secuarreea WwWith restricted access, and
firewall enabl ed. The device shoul
net work managed by I T or relevant prof
enabl ed. Furthermore, to enWiume@owvwsucce
Def ender updat es, the recommended
10Mbps downl oad and 2Mbps wupload, with
encrypted interfaces, suggested connec

| Internal internet
PASC / MWL Server

Get work list from MWL server Upload dicom to PASC server

.
&=
T 2
=
a

=
2@

l
|
l
|
l
|
l
|
| dh
| A | 4
l
|
l
|
l
|
l
|

R s e R AR e s e ae W AR B AR s AR s
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" Internal internet

MWL Server PACS Server
D

Secure room

1
Get work list from MWL server | defender

Upload dicom to PASC server

L ==

P

&

|

|

|

|

|

|

|

|

|

[

|

|
\ |
= |
Device I

[

S (™ G (S G (T St M Gans. s ™ G | ) (G s |

QU D T (T T A A

A SB ports of thecembedtdaemigoPiCo fubSB devi
he device has a standard USB interfac
nternal data via storage media. Aut hc
he proper management of storage med
ccess tdataternal
he system's software composition I n
Software Bill of Material s), whi ch
oft ware components to help users wund
ui cklty fiydepmtential vulnerabilities:

Name Source Version
OpenCV OpenCV.org 4.7.0
Independent
Turbol 1.5.3
urbo’peg JPEG Group
CUDA NVIDIA V10.4
oneAPI Intel 2021.1.1
CameraCmosOctUsb3 | Teledyne v3.0
Qt Qt Group 6.5.3
Vik Kitware 9.3.0

2.6.3 General principles

A Cybersecurity ri sk management i s a S
stakeholders including the medical de
the health care facility. Failure to

compromi sed device funaitli @amialliitty, od oisrs
expose other connected devices or netw
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(¢

embedded PC is restrict, @M ntdowisnst :
or wemsiwem ati ng system and is dedi
mitigatei theesiashkdodt her mal ware, t
Mi crosoft Dedfiamed ewri rwist hprrogeelct i on.
tem threats in real time and provioc
administrators should reguhat!l newor
us signatures and evaluate whether
urity software based on the medical

(7))

A device should not be directly expc¢

mentati on med hbaeniwsmesd sthooudnsure sec

t ual |l ocal area networks (VLANs) an

internal networks with a firewal!/l

down attack time, reduce the scop

rity. I n the event of a cybersecu

orized I T administrators or gual

ssary security measur es, such a s
vation, and password resets.

anal tshias sumoawst hori zed connecti on
rk connections to the device's PC
ng to confidentiality or integrit
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2.7 Cybersecurity functions
2.7.1 Authentication of users

The device system uses Microsoft Windows 10, Wi ndows 11, or a
V e r sas its main operating system. The operating system itself allows end
users to establish and configure "User Accounts” (e.g., Operator, Engineer,
SA) and "User Passwords" for authentication. To protect data security, the
device implements an account management system with measures such as
tiered authorization, mandatory password changes every 6 months,
automatic account logoff, and enhanced password complexity to effectively
prevent unauthorized access. Additionally, the system is designed to lock an
account for 5 minutes after 5 consecutive failed login attempts. This product
has four user roles based on permissions: Emergency User, Operator,
Engineer, and SA. The following describes the permissions and precautions
for each role:
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Emergency User: A special login account that does not require a
password. Can query existing measurement data but cannot perform
operations other than Browse data. Attention should be paid to data
confidentiality to prevent unauthorized third-party viewing.

Operator: Can access existing measurement data, create new
patient data, and perform measurements. Attention should be paid to
data confidentiality and integrity, preventing unauthorized third-party
access and following instrument safety regulations.

Engineer: Can use all functions of the instrument except for "Reset
Device." The "Accounts” function can only add operator permissions.
In addition to complying with operator safety precautions, the
suitability of authorized personnel must be carefully considered.

SA: Can use all functions of the instrument. In addition to the
precautions for engineers, they can back up and restore data, so the
proper safekeeping of backup data is very important. It is
recommended that IT administrators configure and manage this
system.

272 Autloogof f

A

T> T

The operating system has the ability to prevent unauthorized user
access and misuse by automatically logging off or locking the screen
if the device is left idle for a period of time.

The length of the inactivity time before auto-logoff/screen lock is
configurable by the user/administrator.

Auto-logoff/screen lock should always be enabled.

Local supervisors should prevent unauthorized users from accessing
the embedded PC to preserve the system's and data's
confidentiality, integrity, and availability.

2.8 Data back up

A

A

To avoid the loss of patient data due to damage to the device's
embedded PC storage, it is recommended that users regularly back
up data.

It is recommended to store data on multiple, different, and
independent storage media to disperse the risk of data loss or
storage device damage.

The device has a backup and restore mechanism: The system
allows users to back up sensitive data and select the backup
location, with all sensitive data backups being encrypted to prevent
unauthorized access. It provides secure backup file restoration,
where users can specify the backup file location to restore data. The
"Reset Device" function requires a full backup of all sensitive data
first; after the backup, it securely erases all sensitive data (including
logs and databases) to eliminate the possibility of data exposure.
The backup/restore functions should be maintained and executed by
authorized IT personnel or relevant professionals, with regular
backups of sensitive data to ensure data integrity and security.
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3 Instrument Description
Model: OCT
Trade Mark: VISIONIX

Trade Name: autofusion

3.1 Introduction

LCD Di s
Embedde
Power B
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3.2 The standard shipment contains

CKS aKALWBgut agOyazREGSYay
Item Description Qot
1 Device unit 1pc
2 Cornea Anterior Module (CAM) 1 pc
3 Forehead Adapter 1 pc
4 AC Power Cord 1 pc
5 Lens Cover 1pc
6 Dust Cover 1 pc

21 / 93



4 Getting Started

4.1 Unpacking the System
41.1 The device shipment contains the items on arrival are listed on the
table of 3.2.

4.1.2 autofusion un-packaging process:
|
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(2) Take out the kit box and top cushion
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4.2 System Setup/ Connection

Open the door on the |l eft side (fteom the
power cable into the power entry of the device and directly into a wall outlet.
Do not use an extension cord or a power strip.

4.3 Start the System
4.3.1 Turn on the power switch of the device unit.
4.3.2 Press the standby button below the touch screen to turn on the
embedded PC module, and wait a minute until the Windows operation
system launches completely.

e i LT
~w gy
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4.4 Cornea Anterior Module (CAM) installation
44.1 The CAM and Forehead adaptor are required for anterior segment
(cornea) scan.
(1) Cornea Anterior Module

(2) Forehead adaptor for the Cornea Scan Mode

4.4.2 Before using the cornea scan mode, the CAM should be mounted
directly on the ocular len housing
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443 When the CAM is correctly mounted on the ocular lens housing, the
software will automatically display reminder dialog box for assembling

the forehead adapter on the top of the forehead rest for Cornea Scan
Mode.

Alarm

Please mount the forehead adapter and check the Comeal Module SN 00004

4.4.4 After using the Cornea Scan Mode, the CAM and the forehead adapter
should be removed from the forehead rest assembly.

Alarm

Please unmount the forehead adapter
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5 Introduction of User Interface

5.1 Main Window
The main window has three regions, including Patient List Region, Patient
Profile Region, and Measurement List Region, as shown in the figure

bel ow.
Patient Li s Patient Prof Measur ement
Q,  Search Patient Profile Measurement List
Patient List : RITA B :I‘e X
; RITA ° Patient ID
47 measurement (s) - RITA
First Name Last Name 2024-04-09 10:09:56
Non categorized Z\ English
o0s
& BoD o] ¢ Gender 0
. 2024-08-09 100734
N Phone Email
‘ BDMa!AIa oD
Q  Address . 2024-04-08 16:42:49
To Anal vy g
B Comment ‘ 3D OpticDisc 0s
. 2024-04-08 1626:43
A= Details
+ New
To Revi ew To Captur
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5.1.1 Patient List Region
The Patient List Region includes a searchbar,apat i ent | i st ar
Newodo button to cr eafThe Paientnliistvis sprtadt i e n't
according to the last measurement times of patients. Every patient
item shows the patient name / ID and the number of measurements.
The patient ID will be displayed instead when the patient name is not

provided.
(1) Search Patient: Enter keyword to search for patients.
Search :
Sear ch | Q :
Patient List
Pati en s

0 measurement (s)

Primary

P001

0 measurement (s)

Primary

Create Patient 4(@: Worklist ) ( + New >— Cr e aPtaet i
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(2) Create Patient: Press A+ Newo to cr

(3) Worklist: Retrieve the patient list from the MWL server.
4) Patient ID: Fill in an unique id. This field is required.
(5) Guidance Voices: Select the language for guiding patient. The

default is English.

Patient Information

New Patient

Patient ID “Patient ID

First Name Middle Name Last Name

Ethnicity

Guidance

m g' Gender Guidance Voices -

X Cancel

5.1.2 Patient Profile Region
The Patient Profile Region mainly di spl ays the patient

information.
(2) Editicon:Press # t o edit the patientds i nf
(2) Delete icon: Press [ ] to delete the selected patient and the
pat i measutesents.
(3) Details button: Press = to link to Review Page.

p Start Measurment

4) Start Measurement button: Press to link to

Capture Page.
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Patient Profile

o P002 @7 / Edit

o  Patientid B Delete
- P002
First Name Last Name
Ethnicity Guidance Voices
MNon categorized YA English
. Gender
= — m gf' Other
%,  Phone Email
o Address
E Comment
C 2= Details > P Start Measurment

To Review Page To Capture Page

5.1.3

(1)
(2)

3)

(4)

Measurement List Region

The Measurement List Region includes a date filter, and a
measurement list containing measurement items. Each measurement
item displays the measurement mode, eye type, measurement quality,
and measurement date and time.

Delete icon: Press ® to delete the selected measurement.

Send to PACS icon: Press A to send measurement to PACS
server.

Export icon: Press B to export the measurement data.
Supported file formats include JPEG, PDF, and others.

Details

Details button: Press to link to Analysis Page.
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Date Filter

Measurement Mode

Measurement Quality

To Analysis Page

Measurement List

=

Date

Al X

3D OpticDisc

2024-08-07 17:23:00

Details e‘
c ©

o

3D OpticDisc oD
2024-08-07 17:22:06
3D Wide oD

2024-08-07 17:21:13

. 3D Wide 0s
8 2024-08-07 17:20:31
. 3D Wide oD

Eye Type

Date & Time

€» Sendto PACS

B Export

B Delete
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5.2 Capture Page
This page provides buttons to select scan modes, and buttons to
automatically or manually capture retinal / corneal OCT images, or fundus
images.

Operation Measurement Cont

Measure Peter Change Measurement Mode

Measurement Status

1t 4 D e

Chin. Up Chin. Down Resst Settings Current Eye 0S / Left Eye

Me asur eSmearntt

Manu |ive v start c Forward i/, gcpmn
Mo d e Backwar
Item Description
Measurement Control | Change Measurement Mode: Pops up a menu with
Buttons modes available. For retinal measurements, multiple scan

modes with the same retinal area could be selected at once
and then these measurements will be conducted
consecutively. Examples of combinations of multiple scan
modes are as follows:

- Line + 3D Macula + Fundus

- 3D Optic Disc + Fundus

- 3D Wide + Fundus
Exit Measurement: Exits measurement process and goes
back to the Main Window.
Operation Buttons Chin. UP: Moves chinrest up.
Chin. Down: Moves chinrest down.
Switch Eye: Switches scanning head to another eye.
Reset: Resets scanning head position.
Settings: Pops up a dialogue to set Operator,
Compensation Lens, Flash Level, Safety Range, and Disc
Tracking functionality.
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Measurement Status

Displays measurement eye, current measurement and
remaining measurements.

Manual Mode Button

Switches to manual mode.

Live Video

Displays a real-time camera images.

Start Capture Button

Start or stop the current measurement.

Forward / Backward
Button

Moves the scanning head forward (approaching to the eye)
or backward (withdraw from the eye).

Live B-Scan

Displays a real-time B-Scan image.
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5.2.1

Scan Mode Selection
The scan mode menu is displayed while the CAPTURE page is

entered or the Change Measurement Mode button is tapped.

For retinal measurements, there are 7 OCT scan modes, including
Line, Wide Line, 5-Line Cross, Radial, 3D Macula, 3D Optic Disc, 3D
Wide and Custom modes. Besides, there is a Fundus mode for taking
fundus photographs. The Fundus mode could be selected individually
or combined with OCT scan modes.

Select scan mode

Eye
0D (R)

Scan mode

Line

3D Macula

Wide Line 5-Line Cross Radial

3D Optic Disc 3D Wide Fundus

Exit Measurement 0K

Select scan mode

Eye
0D(R)

Scan mode

3D Macula

|

L oJ
Custom

3D Optic Disc 3D Wide Fundus

Exit Measurement 0K

For cornea measurements, there are 2 OCT scan modes, including
Pachymetry, and Angle modes.
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Select scan mode
Eye

oD ou

Scan mode

® o

Pachymetry Angle

Exit Measurement

The following table shows all scan modes and parameters.

Scan
Scan Mode Scan Length B-Scan # Resolution Fixation
(A-Scan #)

Line 6 mm 1 1024 Macula
Wide Line 12 mm 1 1024 Wide
5-Line Cross 6 mm 10 1024 Macula

Radial Diameter 6 mm 12 1024 Macula
3D Macula 63 6 mm 128 512 Macula
3D Optic Disc 63 6 mm 128 512 Disc
3D Wide 93 12 mm 128 512 Wide
123 6 mm 11 512
Angle 6 mm 1 1024 N/A
Pachymetry Diameter 6 / 8 mm 8/16 1024 N/A
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5.3 REVIEW Page
This page displays the measurements of the selected patient. Select a record
from the Measurement List for quick preview.

Back Button Measur ement
< Rita Primary
Patient Profile Measurement List Measurement Data
*Patient ID Date Quality Eye
= Rita 8 = @ - e
Mode Time
EMRID 3D OpticDisc ‘ 3D-OpticDisc 2024-08-07 17:38:19
2024-08-07 17:38:19
Erenx B-Scan (64/128)
. 3D OpticDisc 0s
First Name 5 2024-08-07 17:37:34
Middle Name . DRI S
1 2024-08-07 17:36:43
Last Name
. 3D Wide oD
Suffix 6 2024-08-07 17:35:51
. 3D Wide 0s RNFL Circular Thickness Diameter 3.4mm
Ethnicity
1 2024-08-0717:35:13
# Edit ( B Delete ) ( Details )
Patient Me as ur eemesi Delete To Analysis
Page
ltem Description

Back Button

Goes back to the Main Window.

Patient Profile

Displays patient information. Scroll up and down to browse
patientinformaton.Tap AEdi t 0 button to

Measurement List

Displays the measurements of the selected patient.

Measurement Displays main information and analysis results of the selected

Data measurement. The analysis results will be described in
Analysis Page.

Delete Delete the selected measurement.

Details Goes to the Analysis Page for more detailed review or

advanced operations.
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5.4 Analysis Page
When the B-Scan signal is qualified, the layer segmentation of the retinal or
corneal tissue will be executed. The analyzed results will be displayed on the
Analysis Page. The Analysis Page mainly includes a Title Bar, a B-Scan
Display Area, a Main Result Display Area, and a Front View Display Area.

Segmentation Boundaries
The system performs automatic segmentation of retinal and corneal
structures on OCT B-scans. The following anatomical boundaries are
identified:
Retinal Segmentation Layers:
ILM (Inner Limiting Membrane)
RNFL (Retinal Nerve Fiber Layer)
IPL/INL boundary (Inner Plexiform Layer / Inner Nuclear Layer)
BM (Bruchos Membrane)
Corneal Segmentation Layers (anterior scan):
Epithelium (outer boundary)
Endothelium (inner boundary)
These boundaries are calculated on each B-scan and used for quantitative
thickness measurements.

Instead of calculating tissue volume, the system computes average layer
thickness over anatomically relevant regions. Thickness is defined as the
distance between two segmentation boundaries, calculated per-pixel across
the scan, and then averaged within each analysis region.
Defined thickness layers include:
Retinal Thickness: Distance between ILM and BM
RNFL Thickness: Distance between ILM and RNFL
GCC (Ganglion Cell Complex) Thickness: Distance between ILM and
IPL/INL
These measurements are reported as mean thickness values across
standard regions (e.g., ETDRS grid).
Measurement Regions and Spatial Positioning:
Thickness values are calculated within a standardized macula cube,
typically centered on the fovea. The macula cube covers a 6 mm x 6
mm area on the retinal surface.
Within this cube, the system applies the ETDRS grid (Early Treatment
Diabetic Retinopathy Study grid), which consists of three concentric
circular zones:
Central zone: 1 mm diameter (fovea)
Inner ring: 3 mm diameter (parafovea)
Outer ring: 6 mm diameter (perifovea)
Each ring is subdivided into four quadrants (superior, nasal, inferior,
temporal), resulting in 9 subfields total.
The ETDRS grid is positioned relative to the foveal center, which is
automatically detected, ensuring consistent anatomical alignment with
the segmented boundaries.
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Back Bl

River0903

0s 3D Wide 2026-02-02 14:18:05

B-Scan (87/128) @

B-Scan Displ

Titl e Main Resul t

Sector

Yol ) 1
38 (254) 318 273 |

"/325 ¢
/ .

2z

Front View D

Item Description
The title bar displays the Patient ID, eye type, scan
mode, as well as time and date. Besides, several
Title Bar advanced functionalities are collected on the title bar,

including Information, Report, Trend, En Face, Edit
Disc / Cup, 3D, and Reanalyze.

B-Scan Display Area

Displays B-Scan images. Several useful tools are
provided for inspections, including Extend, Show
Layer, Show Scale, Edit Layer, Measure Length,
Measure Thickness, Measure Angle, and Color.

Main Result Display Area

Main analysis results of a measurement will be
displayed in this area, including Thickness Chart,
RNFL Thickness Chart, RNFL Average Chart, ONH
Analysis, ETDRS Analysis, and GCC Analysis.

Front View Display Area

Displays an en face image, a thickness heatmap, a
fundus image and an anterior segment image if
available.

For 3D Macula, 3D Optic Disc, and 3D Wide modes,
the fovea center and / or disc center could be relocated
by user in this area.

For measurements combined with a fundus mode, a
fundus photo viewer could be opened in this area.
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54.1 Title Bar
Back Bl

P0O1

E En Face |

(4 EditDisc/ Cup

3D

Assign Fundus

A
+
Reanalyze

Iltem

Description

Back Button

Goes back to the previous page.

Describes basic measurement conditions and

Information
parameters.
R Displays, prints, and exports the (OU) report of the
eport
measurement.
Trend Displays, prints, and exports the trend analysis results.
fEn Eaced Displays an fen facedimage with variable reference layer,
depth offset and involved thickness.
Edit Disc / Cup Edit disc or cup border.
3D Displays 3D tissue.

Assign Fundus

Add captured Fundus images to measurement data that
does not contain existing Fundus photos.

Reanalyze

Discards all modifications by users and reanalyzes the
measurement.
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542 B-Scan Display Area

B-Scan B-Scan (1/128)
[ sShow Layer
[CJ Show Scale
[C] Measure Thickness
Tools » i
Display Mode
Export B-Scan
Range Setting
Brightness
Contrast
{ ONZ ¢
Item Description

Extend icon

Extends B-Scan image to full screen. Some tools are only
available in the full screen mode.

Displays tissue layers.

- For Line, 5-Line Cross, Radial, and 3D Macula
modes, the ILM, IPL/INL, and BM layers will be
displayed.

Show Layer - For 3D Optic Disc mode, the ILM and RNFL layers
will be displayed.
- For 3D Wide mode, the ILM, RNFL, IPL/INL, and BM
layers will be displayed.
Show Scale Displays the vertical and horizontal scales.
Edit Layer Edit tissue layers.

Measure Length

Measures the distance between two points.

Measure Thickness

Measures the thickness between two layers.

Measure Angle

Measures the angle between three points. This tool is
only available in corneal angle mode.

Tools

Adjust the display of the B-scan image, including
options for gray, color, or negative modes, noise
reduction, dynamic range, brightness, and contrast.

Export B-Scan

Capture a screenshot of the measurement data screen.

Abbr.

Name

LM

Inner Limiting Membrane

RNFL

Retinal Nerve Fiber Layer

IPL

Inner Plexiform Layer
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INL Inner Nuclear Layer
BM B r u cMemlsrane
Show Layer

B-Scan

Show Layer

[ Show Scale
[C] Measure Thickness
Tools

Export B-Scan

Show Scale

B-Scan
[ Show Layer

Show Scale

[J Measure Thickness
Tools

Export B-Scan

Edit Layer

This function is only available in the full screen mode. User could

modify layer manually by tapping the editicon D and then specifying
a layer to modify. After editing the layer, tap save.
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Show Scale

Edit Layer

Measure Length

Measure Thickness

IPL / INL

BM

B-Scan (42/192)

Save

Cancel
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Measure Thickness

Tapi Measur e Tthactvktentleegoslpand then tap the tissue
to measure the tissue thickness. For 3D Optic Disc and 3D Wide
modes, the RNFL will be measured, otherwise, the full retinal thickness,
from ILM to BM, will be measured. For measuring other layer
thicknesses or distances, the tool, i

B-Scan 0\ Thickness: 35.6 pm

Show Layer

[J Show Scale
Measure Thickness
Tools

Export B-Scan

Measure Length
Tap i Melemgthar et o  athisttaolunahe &ll screen mode. As
shown in the below figure, drag the two circles to the two target sites.
The distance in between will be displayed.

] Show Layer

| Show Scale
Edit Layer
Measure Length
Measure Thickness

Tools

Measure Angle

In the Angle scan mode, the iridocorneal angle or anterior chamber

angle could be measured by usi ng the fAMeasTape Ang
AMeasure Angl eo t thefallcsdrdervnaotdeeAs showns t o ol
in the below figure, drag the three circles to fit the angle between

cornea and iris. The angle between the three circle centers will be
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B

displayed. Afterward, tap icon to save the result. The saved angle
result could be revised by activating this tool again.

B-Scan

[J Show Scale
Measure Angle

Tools

Tools

Tap fATool so0 anhode €he or Midd2] asdobbtany B-
Scan images on the right side are displayed in gray, color, and
negative, respectively. Toggle the noise reduction switch to enable or
disable the noise reduction function.

Display Mode

Display
@ Gray (O color (O Negative

Post-Processing

() None (® DeNoise

Close

Tools

Tap ATool soO a nSktting.eAljesicthe slidea to geadine the

di splay range for high and | ow b
restore the original settings or
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Range Setting

000 @ ® 1.00
Close £) Default
Tools
Tap ATool so0 and select Brightness. A
overall brightness of the B-Scani ma g e . Click nDefaulto
original setting or ACloseod to exit t
Brightness
® 0
Close £) Default
Tools
Tap ATool so and select Contrast. Adj L
level forthe B-Scani mage. CIl i ¢ k A Ehedriginallsettiog t o r e
or AiClosed to exit the interface.

Contrast

Level @ 0

Close £) Default
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5.4.3 En Face Viewer
Il n t he NiEweroF @ d3D Mécela, 3D Optic Disc or 3D Wide
mode, an en face image is displayedinthe A ENn Face | mage
Ar e aBesides, a horizontal and a vertical cross-sections are
di spl ayed i n tShceanii Ha rsipzl canyt aAlr eBa 0 and
B-Scan Di spl ay Ar eTd® Jocations Dip thec ¢rassr e | y .
sections are indicated by the red horizontal line and the yellow vertical
line, and could be changedby t apping on the AEN Fac
Ar eabo
Further, fen faceoimages with various reference layer, depth offset,
and involved thickness could be generated in this page. The reference
layer could be ILM, IPL/INL, or RPE. After specifying the layer, offset
and thickness values, tapt h e @ Ge budon égotgenérate the en
face image. The upper and lower boundaries used to generate the en
face image will be plotted in greeninthe i Ho r 1 z Scah RidplayB
Ar eao

En Face | mage

< En Face Viewer

Reference Layer

®
O IPL/INL

O sm

Offset (um)
— 0 +
Thickness (um)

— 500 +

GENERATE

Vert i-cadn BDi sp Hori zB®¢an Di spl
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544 Disc / Cup Editor
I n the fADisc [/ Cup Editoro of the 3D
fen faceoi mage i s di splFRaoca limagteh eDifisEpnl ay
Besides, a horizontal cross-sectionisdi spl ayed i n the @ Hc
Scan Display Areao.
The functions of the operation toggles / buttons are described in the
table below.
Item Description
Show Original | Displays the disc / cup border before revision.
Disc / Cup Specify the disc or the cup to be edited.
M Generates more or less yellow circles. More yellow circles may be
ore / Less : :
needed to fit a large disc / cup border.
Fi Generates a convex polygon according to the yellow circles as an
it . .
edited disc / cup border.
Reset Resets the positions of the yellow circles.
Save Saves the edited disc / cup border.

Briefly, the steps of editing disc / cup are as follows:
1. Tap the Disc/ Cup toggle to specify a disc or a cup to be edited.
2. Drag the yellow circles to fit the border of the disc or cup.
3. Tap Fitoe bt t on.
4. Tap tdved DIttt on.
Drag the yellow circles to fit the border of the disc or cup. The location
of the yellow circle under dragging is indicated by the red horizontal
line and the yellow vertical line. The cross-section corresponding to
the red horizontal l i ne i-Sxan®ispap | ay ed
Area.0The vyellow vertical l'ines in the
and in the -8cahoDisplay A n eaebcori@sponding to the
same horizontal position.
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Operation Toggl

< Disc / Cup Editor

FIT £ RESET SAVE

c Show Original

v oisc v vore [

En Face I mage DisplRayr Az ¢®Re¢an Bi spl

The below image is an example of editing a disc border. The purple
contour is the disc border before editing. The yellow contour is the disc
border after editing and is generated according to the yellow circles
after tapping the A Fi t 0 . Nwte that the yellow circles inside the
convex polygon will be ignored.

< Disc / Cup Editor

|
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5.4.5 3D Viewer
In the i B Viewe robthe 3D Macula, 3D Optic Disc or 3D Wide mode,
the retinal tissue is reconstructed in 3D space for inspection from a
user-defined perspective and scale. Specific x-y plane, x-z plane, and
y-z plane cross-sections could be revealed for inspection by dragging
the sl i der bar s ofi ShOwp tahd iNgFeaiss 0, AXi s 0O
respectively. The x, y, and z axes are corresponding to the fast, slow,
and depth axes of OCT scanning, respectively. The A Scal eo sl i
used to enlarge the d@dBusedtsresetthe3DThe AR
tissue to default. Drag on the panel to change the perspective.

Reset Operation

< 3D Viewer

e Fast Axis

D ———— )
Slow Axis
*—
Depth Axis
S — Y
Scale

—_

5.4.6 Thickness Chart
The AThi c klhaet® s r e p r e thieknesssprofde of a B-Scan
selectedi n t 48@n DisBlay Area.0  THhori&zontal axis represents
the sample point of the B-Scan, while the vertical axis represents the
thickness between ILM and BM.

THICKNESS ETDRS GCC

pm
5001

400+
300-%
2001

1001
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5.4.7

5.4.8

5.4.9

RNFL Thickness Chart
The ARNFL

Chaitoc krneepsrse sent s

t he

ci

profile with diameter of 3.4 mm centered at the disc center. The RNFL
thickness distribution is plotted in the direction of temporal, superior,
nasal, inferior, and temporal. The horizontal axis represents the
sample point of the circular thickness profile, while the vertical axis
represents the thickness of RNFL. The background colors of red,
yellow, green, and white represent the thickness less than 1%,
between 1% and 5%, between 5% and 95%, and greater than 95% of

normative data, respectively.

RNFL RNFL

Thickness Average Nt EIDRS

pm
300
240
180

120
60
0

w
=

T

GCC

1 5 95 (%)

RNFL Average Chart

TheA RNFL Average
thickness divided into 4 and 12 segments.
Tiiisieal | hieige ONH ETORS
RNFL Circular Thickness Diameter 3.4mm
12 111 T 146
O -
73 82 65
@ -
125 109 142 125

GCC

ONH Analysis

The AONH Analysiso represents the disc area (Disc Area), cup area
(Cup Area), horizontal cup-to-disc ratio (Cup/Disc H. Ratio), vertical
cup-to-disc ratio (Cup/Disc V. Ratio), and cup-to-disc area ratio
(Cup/Disc Area Ratio.) Besides, the contours of cup and disc are also
illustrated. The purple contour represents the disc border, while the

green contour represents the cup border.
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Th?c?(itss Asgrzze ONH EIDRS 6CC
ONH Analysis

Disc Area (mm?) 3.96

Cup Area (mm?) 2.53

Cup/Disc H Ratio 0.82

Cup/Disc V. Ratio 0.80

Cup/Disc Area Ratio 0.64

Item Description
Disc Area Dlsplays the area of disc region projected to an en face
image.
Cup Area :Ir)rl]zpélzys the area of cup region projected to an en face

Displays the ratio of the maximal horizontal cup range to the

Cup/Disc H. Ratio maximal horizontal disc range.

Cup/Disc V. Ratio Dlsp.lays the ratio _of the maximal vertical cup range to the
maximal vertical disc range.

Cup/Disc Area Ratio | Displays the ratio of cup area to disc area.

5.4.10 ETDRS Analysis

The AETDRS Anal ysi s 0 Earlye reatmient Diabstic t h e
Retinopathy Study, including a table with basic information and a target

chart with each section filled with the sectional average thickness. The
thickness involved in this analysis is between ILM and BM. The table

shows the total average thickness, central thickness, and total volume
between ILM and BM. The target chart is divided into several annuli

with diameters of 1, 3, and 6 mm. The target chart is consisted of a

fovea section, the temporal, superior, nasal, and inferior sections of
parafovea and of perifovea.

RNFL RNFL
Thickness Average ONH ETDRS GCC
ETDRS Tickness Analysis S

Total Average 289.52 a
Central Thickness  206.04 @

N Ty
Total Volume 8.1 8 :

Diameters 1/3/6mm ”

Layer ILM - BM |

X

)

o0]
o
o

©
“ooa

[

5.4.11 GCC Analysis
Thei GCC A n adntpirssia wlde with statistical results and a heat
map of GCC thickness. The thickness involved in this analysis is
between ILM and IPL/INL. The table shows the total average thickness,
superior average thickness (S), and inferior average thickness (1).
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RNFL RNFL

Thickness Average ONH ETDRS GCC

GCC Thickness Analysis

Total Average 99.2

Superior Average (S) 100.4

Inferior Average (|) 98
Diameters 6.0 mm
Layer ILM - IPL/INL

5.4.12 Pachymetry Analysis
The APachymetry Analysiso displays t
corneal epithelium to corneal endothelium. For 6 mm scan diameter,
the diameters of the circular grids are 2, 5, and 6 mm. For 8 mm scan
diameter, the diameters of the circular grids are 2, 5, 7 and 8 mm. The
minimal thickness is marked by a red star *.

Map Diameters 2.0/ 5.0/ 6.0 mm Map Diameters 2.0/5.0/7.0/ 8.0 mm

S S 800 pm
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5.4.13

Front View Display Area

The AFront Vi edspldysas enlfageyimafje, @thiakness
heat map, a fundus image and an anterior segment image, if available.
The fovea center and/or disc center could be relocated by user in this
area. A fundus photo viewer could be opened here for advanced
operations.

Item Description
En Face: Displays a Shadow gram, RNFL Thickness map,
ILM-BM Thickness map, or GCC Thickness map, if available.
More Tools Layer: Displays Cup / Disc, and Scan Line, if available. The

i Tools

Scan Line indicates the location of the B-Scan selected in the
B-Scan Display Area.

Edit Center: Relocates the fovea center or disc center.
Photo Viewer: Processes and exports fundus images.

Extend icon

Extendst he A Fr ont Vi doWull &cresnp | ay

Translucent icon

Set the overlays translucent.

ETDRS icon

Display the ETDRS grid on the En Face image.

GCCicon

Display the GCC grid on the En Face image.

Display the En Face image for the IS/OS layer.

ISOS icon

Horizontal scan

Display the En Face image for the Horizontal scan.

River0903

(¢])

Vertical scan
<

B-Scan (47/128)

Display the En Face image for the vertical scan.

= =D G ©

GCC

o\ S Thickness

1 5 95 (%)

3D Wide 2026-02-02 14:19:00

GCC
Sector

A
=
®
©

@ Shadowgram

En Face » En Face »

i Tools ‘
O RNFL Thickness

€ Layer 3 € Layer 3

[J Cup/Disc
(O ILM-8M Thickness

#  Edit Center #  Edit Center

Scan Line

i O GCC Thickness
P Photo Viewer .3

Q off

Photo Viewer
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Edit Center
For 3D Macula, 3D Optic Disc, and 3D Wide modes, the fovea center
and/or disc center could be revised by tapping Edit Center to activate
the tool. Drag the blue circle and the red square to align their centers

to the disc center and the fovea center, respectively. Ta@] to reset

centers to default. Tap to cancel the revision. Tap to save the
revision. Tap Disc / Fovea toggle to switch to disc / fovea center
revision if available.

Di sc Center Rev Fovea Center Re

0000OO -

5.4.14 Photo Viewer
For fundus mode or measurements combined with a fundus mode, a
fundus photo viewer could be opened by tapping Photo Viewer.

CIickto adj ust fundus i mageds contr q

Fundus

® ©

54 / 93



Clickﬂto adjust fundus I mageb6s bright

Fundus

Click E to set fundus image red free.
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Fundus

Click to set C/D ratio.

56 / 93



Fundus

Export Image

C:/Users/CV/Documents

Desktop

a -

Visual Studio 2. Visual Studio 2

B pocuments
@ cr
[

Format
+ New Folder JPEG

Click to reset.
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< Fundus

5.5 Trend Page
The Trend Page represents the trend analysis of tissue thickness with up to
4 measurements of both eyes in 3D Macula or 3D Optic Disc mode. RNFL
trend analysis is available for both 3D Macula and 3D Optic Disc modes,
while GCC trend analysis is only available for 3D Macula mode. Tap the more

icon B in the title bar to control the visibility of super pixel and select type
of trend analysis. Tap the Report in the title bar to view the complete trend
analysis in one page.

Each Measurement Item represents the time and date of the measurement,
a thickness heat map and an en face image. A specific measurement could

be selected from a list which could be shown by tapping the more icon ®n
the certain Measurement Item. The thickness changing with time and the
linear regression line of the measurements are plotted in the Thickness
Progression Chart. The super pixels drew on the en face images in yellow
represent the thickness between 1% and 5%, and in red represent the
thickness less than 1% of the normative data, respectively.
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Measur emen Change Measur e

° Super Pixel 10x10

0S/ Left Eye

Base Line
2023-04-02 14:51:30
B

° Follow Up 1 Follow Up 2 Latest

[

2023-08-02 14:51:07 2024-01-02 14:50:42 2024-04-0211:26:37

[0 eccMap

RNFL Map

pm
200
160
120

40

7

T
2023

| T
2024 2025

Thi

ckness Progress
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5.6 Report Page

For a measurement with successful segmentation, the analyzed results can
be reviewed and exported as a report.

Printe Ti

— Printer 1
HP LaserJet MFP Efk30 [0AD912]

— Number of copies

1

— A Q Settings

B-Scan slice - B-Scan color mode —
( 6 Gray

Number of

<+ Assign Fundus

Repo

OU Report

ETORS
-

GCC Thickness
’

S ..
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5.6.1Line / Wide Line

"

Line Report SN A1001-401.007D Print Date: 2026-0202 ViSO

ID: 20250625-TEST-FUNDUS_2 o M

Sainas DOB: 1960-10-09 Cagture Date: 2025-06-25 13.30.07
ame: Age: 45 Somn Leng®h; & mm

Quality 7

Comments Signature Date
Scan Length: 6 mm /12 mm Fixation: Macula
Scan Resolution: 1024 Slices: 1
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5.6.2 Radial

A
Radial Report 8N A1001-401.007D Print Date: 2026-02-02 phspmsahis
1D: 20250625-TEST-FUNDUS_2 g P A -
Name: DOB: 19601008 Copture Date  2005-06-25 1330:02
) Age 4% Scan Langth & mm

Quality 7

Comments Sagrature Dane

Scan Length: 6 mm Fixation: Macula
Scan Resolution: 1024 Slices: 12
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5.6.3 3D Optic Disc

.

3D OpticDisc Report SN ATO01-401-007D Print Duate: 2026-02-02 VPO

ID: 20250625-TEST-FUNDUS_2 Vo S———

St DOB: 15601000 Capture Date 2004-05-25 15,0626
ame: Age 45 S Lengeh 6.0 x 8.0 rm

Quality 7

RNFL Thickness Map

Disc Topography

Disc Area (mm*) 295
1™ Cup Area (mm) 0.99
:]': Rim Area (mm?) 196
g Cup Volume (mmy*) 0043
C/D Aren Ratio 034
CDV Ratio 066
RNFL Circular Thickness Diameter 3.4 mm C/D H. Ratio 055
09 27 L S
o 133 % L
crrrrarts Sgratue Dute
Scan Length: 6 x 6 mm Fixation: Disc
Scan Resolution: 512 Slices: 128

RNFL Circle B-Scan: Disc center with a diameter of 3.4 mm
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5.6.4 3D Macula

3D Macula Report SN A1001-401.007T Print Date 20080240

ID: 20250625-TEST-FUNDUS_2 pecaogg

DOB: 1680-10-08

Name: Age. 48

Quality 7

AN

-

-

Commeants Sigrature

Scan Length: 6 mm x 6 mm
Scan Size: 512

GCC Sector 6

Retinal Thickness ILM-BM / Red-free

.
VisIOoMnx

Captare Dete: 2005.06-25 132800
Scan Lergth 00 500 v

Thickness ILM-8M

ETDRS Analysis
Avg (pm) 2961

Centrad (pm) 210
Volum (mm* 837

GCC Analysis
(um) 1"t
(am) 102

Total  (um) 108

Fixation: Macula
Slices: 128
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5.6.5 3D Wide

\»
3D Wide Report SN A1001.401-0070 Prinvt Date: 2025-0202 VISIOMX
ID: 202506256-TEST-FUNDUS_2 st S
DOB: 1560-10-08 Capture Dot 2005-05-26 140822
Age 45 Scen Leogth 120 x 20 mm

RNFL Thickness p LM - BM Thickness

Name:
Shado

S T,
GCC Thickness

GCC Significance

- -
%
~5e!
- el

15N ]
RNFL Circular Average Disc Topography
- Desc Ares 'y 316

- r’i A gv‘l’ﬁ ; Cup Aves i) 120
. RNFL Circular Thickness Dia. E - I _—
) T W e =

Cup Vokms ) 0V22

- | CID Area Rato 0
v CD V Raseo 064
3 " Q0 H Ravo oss
Cormmants: Signature =
Scan Length: 12 mm x 9 mm Fixation: Wide
Scan Size: 512 Slices: 128(V)+11(H)
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5.6.6 5 Line Cross

SLineCross Report BN ATO0Y-401-007T Prine Date: 20050202 visionix
ID: 20250625-TEST-FUNDUS_2 ;‘_’:‘ 100 — e on s yan

OB 1680-10-09 Caphore Date. 20250525 1320 &5
Name: Age 43 Bcan Length 8 rur

7

4
5
=
<

Scan Length: 6 mm Fixation: Macula
Scan Resolution: 1024 Slices: 10
Span: 1 mm
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5.6.7 Pachymetry

Pachymetry Report SM- AT001.401.007T

1D: 20250625-TEST-NOFUNDUS ) S .
pog Capbre Date 20050525 152706
Name:

Agm Scan Lengtty 8 mw
oS Quality 4

Operator

we
'u-
N o
m ’
™
e iy o
(22
~ox
_ "
v
N B M (5] 0 TS ==
e
1] el 0
(™
(% -
i [
>
o
o

Min:583 T

TRt

Sigrature

Scan Length: 6 or (8)  Slices: 8 or (16)
mm

Scan Size: 1024 Corneal thickness map: Diameter 2.0/5.0/6.0

or (2.0/5.0/7.0/8.0) mm

68 / 93



5.6.8 Angle

Angle Report S A1001-601-007C Pring Date: 20080007 vIsionix
ID: 20250625-TEST-NOFUNDUS Sandy P PR oI,

X poe Cagture Date. 20050525 153008
Name: e Scan Lenghy & mi

@ Quality 5

et Sigrature s

Scan Length: 6 mm Slices: 1
Scan Size: 1024
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5.7 Capture
5.7.1 Automatic measurement for retina
Step 1: Select a measurement mode.

Step 2: Adjust the height of the table and chin so that the corner of
the subject's eye is aligned with the marking line of the machine, and
place forehead close.

Step 3: Click the center of the pupil on the screen to align pupil with
the  center of screen.

Step 4: Press the AStarto button and
track and finish the measurement.

Measure River0903
0S/ Left Ey

1 3 ¢ &

Step 5: Switch to the REVIEW page to view the measurement data.
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Measured Data
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5.7.2 Automatic measurement for cornea

Step 1: Install the Corneal module.
~

Step 2: The program pops up a dialog to remind operators to mount
the forehead adapter.

Please mount the forehead adapter and check the Comeal Module SN 00003

Step 3: Mount the forehead adapter.

Step 4: Click the center of the pupil on the screen and then click the
START button.
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Measure River0903

Current Eye 0S/ Left Eye.

Pachymetry 0S/ LeftEye

A Manual measurement for retina
Step 1: select manual mode

Current Eye 08/ Left Eye

Step 2: Click the centers of the pupils on the left and right images
and then click AContinuedo

Step 3: Click the centers of the pupils on the left and right images
againand then click AContinueo
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Please click the pupil position

Step 4: Click the centers of the pupils on the left and right images if
pupils were not centered.

Step 5: Click the up and down arrows to align the retinal tissue in
OCT images to the green line

Step 6: Click AContinueodo button

A Manual measurement for cornea
Step 1: Select manual mode

Cutrent Eye 0S5/ Left Eye

Step 2: Click the center of the pupil.
Step 3: Click the up and down arrows to align corneal tissue in OCT
images to the green line.
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Step 4: Click ACaptureodo button

A Manual measurement for fundus image
Step 1: Select manual mode.

Step 2: Click the centers of the pupils on the left and right images and
then click AContinueo

Please click the pupil position

Step 3: Click the centers of the pupils on the left and right images
againand then click AContinueo
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Step3

Step 4: Click the centers of the pupils on the left and right images if
pupils were not centered.
Step 5: Click AContinueodo button

Step4

Step5
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