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Service Policy

Only those service technicians certified by Optovue, Inc. are authorized to
service or repair this device. Only those replacement parts approved by Optovue,
Inc. may be used in this device. Parts approved by Optovue, Inc. are available
only through service technicians certified by Optovue, Inc. Any service or repair
by an unauthorized service technician or use of unapproved parts will void the
Optovue, Inc. product Warranty, and may increase risk of product failure. For any
problem, for technical assistance or to arrange for service, contact: Optovue
Technical Support or Optovue Customer Service at the numbers listed below;
your local Optovue, Inc. company or authorized distributor.

If the device is to be returned, Optovue or your authorized distributor will provide
instructions for returning the device and will issue a Returned Material
Authorization (RMA) number. For contaminated devices, request the appropriate
Product Return Safety Pack. Returned devices must be packaged with adequate
protection against shipping damage. Include a note describing the problem,
stating the RMA number, and giving the name, address, and telephone number
of a person to contact for additional information.

Copyright © 2024 Optovue, Incorporated. All rights are reserved. No part of
this publication may be stored in a retrieval system, transmitted or reproduced in
any way, including but not limited to photocopy, photograph, magnetic or other
record, without the prior agreement and written consent of Optovue, Inc.

Trademarks SOLIX™ , AngioVue® , AngioAnalytics™ , and Optovue are
either trademarks or registered trademarks of Optovue, Inc. Other trade
names are the property of their respective owners and are hereby
acknowledged.
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before making a connection. Finally, staff must be made aware that accessible
pins of connectors identified with the ESD warning symbol should not be
touched with the fingers or with a handheld tool, unless proper precautionary
procedures have been followed.

WARNING: The use of accessories, transducers and cables other than those
specified may result in increased electromagnetic emissions or decreased
electromagnetic immunity of the system.

WARNING: Components of the system should not be used adjacent to or
stacked with other equipment, and, if adjacent or stacked use is necessary, the
system should be observed to verify normal operation in the configuration in
which it will be used.

WARNING: The system cannot replace clinical judgment and is intended
to be used only in conjunction with other clinical tools considered to be
the standard of care for diagnosis of eye health and disease.

The system is not intended to be used as the sole diagnostic aid in disease
identification, classification or management. The system provides data to be
used in conjunction with other information, intended to assist an eye care
clinician in determining a diagnosis. A patient diagnosis is the sole domain of a
licensed eye care clinician.

Warning: The end user should always check the automated segmentation of
images to evaluate whether manual adjustments are necessary.

Warning: The RDB comparison results for one scan pattern is not
interchangeable with any other scan pattern/size from the same or any other
system.

Warning: Measurements of the same parameters from different scan patterns
or different products are not interchangeable, including but not limited to RDB
or vessel Density values.

Warning: The Density results for one scan pattern are not interchangeable for
those for the other scan pattern/size from the same or any other instrument.
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WARNING: Equipment is not suitable for use in the presence of a Flammable
Anesthetic Mixture with Air, Oxygen, or Nitrous Oxide.

WARNING: The system 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. The table can be
cleaned in the same manner as the system. Care should be taken to avoid
excess fluid near any of the system components.

WARNING: While being examined, the patient must not touch any part of his or
her body to an electrical device that is not powered by the system. In addition,
while examining the patient, the system operator must not touch at the same
time the patient and any electrical device that is not powered by the system.
Failure to observe these warnings could result in electrical shock to the patient
and/or operator.

WARNING: Use power cords provided only by Optovue. 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.

A Caution: The Reference Database and the results displayed based on

estimated percentiles should be used only as an aid for making clinical
decisions. The results from the Reference database comparison should never
be used in isolation, but only as one part of the entire clinical armamentarium.
Patients who are not represented by the patients in the Reference database
may not be suitable for comparison to the Reference database. In these
patients, the Reference database results should be used with caution, if at all.
This includes patients outside the age range of the Reference database, that is,
outside 18 — 91 years of age; or patients outside the range of refractive error,
that is, outside -8 to +3 diopters spherical error or 2 diopters cylindrical error
range. Results in patients 80 years of age or older should be interpreted with
caution, since only 4 subjects above the age of 80 were included in the
Reference database. It should be noted that this Reference database does not
have any subject younger than 18 years of age. The color categorization of a
pixel presents the percentile with regard to the distribution of thickness at the
specific location of a given pixel.
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Shielded Cable
Cable Name Cable Type or Max. Length
Unshielded

SOLIX BASE Control Box to USB3.0 (53375) Shielded 05m
PC

SOLIX BASE Control Box to PC| USB2.0 (53053) Shielded 1m
SOLIX Scan Head to PC USB2.0 (54020) Shielded 2m
SOLIX Scan Head to PC USB2.0 (52724) Shielded 1.5m
SOLIX Scan Head to Base USB2.0 (51404) Shielded 1.5m
SOLIX Scan Head to Base Multi wire (51391) | Shielded 1.5m
SOLIX Optical Fiber Unshielded 2m
iBase to Solix Base Control Box | Multi wire (46305) [ Shielded 1.5m
Monitor to PC HDMI Cable Shielded 1.5m
Keyboard, Mouse USB Shielded 1m
Column AC to PC PWR Cord (50847) [Unshielded 1m
Column AC to Base Control Box [ PWR Cord (47706) |Unshielded 1m
Joystick to SOLIX Scan Head |2 wire Shielded 0.2m
From the Wall to table 3 wire (Power Cord) [ Unshielded 25m
PWR Cord AC Adapter Monitor |2 wire Unshielded 1m
IAC/DC Adapter 19V Monitor to |2 wire Shielded 1m
Base Control Box
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1.8 EMC and EMI: EN 60601-1-2 4th ED

The SOLIX™ System has been tested to comply with the emission and immunity
requirements of IEC 60601-1-2 4th Ed. /BS EN 60601-1-2:2007. The system is
intended for use in an electromagnetic environment where radiated RF
disturbances are not beyond the standard defined in IEC 60601-1-2 4th Ed. / BS

GUIDANCE AND MANUFACTURER’S DECLARATION — ELECTROMAGNETIC EMISSIONS

The system is intended for use in the electromagnetic environment specified below. The
system customer or user should ensure that it is used in an appropriate environment.

Test type Test level Compliance | Electromagnetic Environment - Guidance
Conducted
Emissions

Class A Class A
EN group 1 group 1 The SOLIX™ uses RF energy only for its internal function.
55011:2009+A Therefore, its RF emissions are very low and are not likely to
1:2010, CISPR | 150 kHzto | 150 kHz to | cause any interference in nearby electronic equipment.
11:2009+A1:20 |30 MHz 30 MHz
10
Radiated
Emissions

Class A

Class A
EN group 1 grovp | Th [ itable f in all establish ts other th
55011:2009+A ! e sy?tem IZ sui abe or zs.e : a est.a IT ;g:s o} ter dan
1:2010, CISPR | 30 MHz to 1 omes !c, and may be used in omelzs ic establishments an
11:2009+A1:20 | GH 30 MHz to 1 | those directly connected to the public low-voltage power
10' ' z GHz supply network that supplies buildings used for domestic

purposes, provided the following WARNING is heeded:
Harmonics . . .
Per Clause 5 WARNING: This equipment/system is intended for use by
IEC/EN 61000- C|a§5 A of the healthcare professionals only. This equipment/ system may
3.2:2014 Device Standard cause radio interference or may disrupt the operation of
nearby equipment. It may be necessary to take mitigation

Flicker measures, such as re-orienting or relocating the system, or

Per Clause 5 | Per Clause 5 | shielding the location.
IEC/EN 61000- | of the of the
3-3:2013 Standard Standard

EN60601-1-2:2007.
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GUIDANCE AND MANUFACTURER’S DECLARATION — ELECTROMAGNETIC IMMUNITY

The system is intended for use in the electromagnetic environment specified below. The customer or the
user of the system should assure that it is used in such an environment.

, IEC 60601 . . : .
Immunity test Compliance level Electromagnetic environment guidance
test level
While the 15 kV ESD air discharge IMMNITY
+8 KV TEST LEVEL specified in this collateral
Electrostatic contact +8 kV standard for the professional healthcare
discharge (ESD) ' contact discharge facility environment and the HOME
discharge HEALTHCARE ENVIRONMENT is higher
+2, 4,8 &15kV +2,4,8815kV than the ESD air discharge IMMUNITY TEST

IEC/EN 61000-4-2

air discharge

air discharge

LEVEL specified in IEC 60601-1-2:2007,
MANUFACTURERS should determine if even
15 kV is adequate for the environments of
INTENDED USE..

Electrical fast
transient/burst

+2 kV AC
Mains

+1 kV /O Lines

+2 kV AC Mains
+1 kV /O Lines

Mains power quality should be that of a

5/50 5/50 : . . .
typical commercial or hospital environment.
IEC/EN 61000-4-4
5kHz &100 5kHz &100 kHz
kHz
+1 kV
+1 kV
Surge Line to Line Line to Line
Line to Line . .
(AC Power) Lo KV Mains power quality should be that of a
a +2 kV typical commercial or hospital
IEC/EN 61000-4-5 | |ine to environment.
Line to Ground
Ground

SOLIX ™ User Manual

Page 36 of 346

P/N 580-53958-002 A




GUIDANCE AND MANUFACTURER'’S DECLARATION — ELECTROMAGNETIC IMMUNITY

80 MHz - 2.7
GHz

3V/m80% @ 1

80 MHz - 2.7 GHz
3V/m 80% @ 1 kHz

The MANUFACTURER should consider
reducing the minimum separation distance,
based on

RISK MANAGEMENT and using higher
IMMUNITY TEST LEVELS that are

. kHz
Radiated RF appropriate for the reduced minimum
separation distance. Minimum separation
IEC/EN 61000-4-3 | Spot frequencies | distances for higher IMMUNITY TEST
pot 385MHz —5.750 | LEVELS shall be calculated using the
frequencies | gz pyise following equation:
385MHz - ;
Modulation
5.750 GHz E = (6/d)\P
Pulse Where P is the maximum power in W, d is the
Modulation minimum separation distance in m, and E is
the
IMMUNITY TEST LEVEL in V/m.
Proximity field from
RF wireless If the ME EQUIPMENT or ME SYSTEM
ot See EN complies with higher IMMUNITY TEST
con;cr:LLinnrls:r:?ns 60601-1- See EN 60601-1- 1) EvELS for this test, the 30 cm minimum
22014 Table | 2:2014 Table 9 separation distance in 5.2.1.1 f) may be
IEC 61000-4-3 9 replaced with minimum separation distances
calculated from the higher IMMUNITY TEST
LEVELS.
The ISM (industrial, scientific and medical)
bands between 0,15 MHz and 80 MHz are
0.15- 80 MHz 0.15 - 80 MHz 6,765 MHz to 6,795 MHz; 13,553 MHz to
Conducted Immunity VI ' 13,567 MHz; 26,957 MHz to 27,283 MHz;
3 Vrms & 6Vrms in
(AC Power) 6Vrms in ISM & and 40,66 MHz to 40,70 MHz. The amateur
ISM & amateur | radio bands between 0,15 MHz and 80 MHz
(/0 Lines) amateur bands
1 kHz bands 1 kHz are 1,8 MHz to 2,0 MHz, 3,5 MHz to 4,0 MHz,
IEC/EN 61000-4-6 _ 5,3 MHz to 5,4 MHz, 7 MHz to 7,3 MHz, 10,1
AC Mains | A€ Mains MHz to 10,15 MHz, 14 MHz to 14,2 MHz,

18,07 MHz to 18,17 MHz, 21,0 MHz to 21,4
MHz, 24,89 MHz to 24,99 MHz, 28,0 MHz to
29,7 MHz and 50,0 MHz to 54,0 MHz.
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GUIDANCE AND MANUFACTURER'’S DECLARATION — ELECTROMAGNETIC IMMUNITY

Magnetic Immunity

IEC/EN-61000-4-8

30 A/m

30 A/m

This test level assumes a minimum distance
between the ME EQUIPMENT or ME
SYSTEM and sources of power frequency
magnetic field of at least 15 cm. If the RISK
ANALYSIS shows that the ME EQUIPMENT
or ME SYSTEM will be used closer than 15
cm to sources of power frequency magnetic
field, the IMMUNITY TEST LEVEL shall be
adjusted as appropriate for the minimum
expected distance

Voltage dips, short
interruptions and
voltage variations on
power supply input
lines

IEC/EN 61000-4-11

0% Ut .5 cycle
0% Ur 1 cycle

70% Ut 25
cycles

0% Ur5 Sec

0% Ur .5 cycle
0% Ur 1 cycle

70% Ut 25 cycles
0% Ut Sec

If the user of InZone requires continued
operation during power mains interruptions, it
is recommended that the InZone be powered
from an uninterruptible power supply or a
battery.

Power frequency
(50/60 Hz)
magnetic field

IEC/EN 61000-4-8

3 A/m

3 A/m

Power frequency magnetic fields should be at
levels characteristic of a typical location in a
typical commercial or hospital environment.

NOTE UT is the a.c. mains voltage before application of the test level.
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General Requirements Summary

Severity Level

Standards Description Criteria Results

or Limit

Verification of
Risk Management Process for ME Per Section

IEC 60601-1-2:2014 ) Electromagneti
equipment and ME System One, Clause . .
c Disturbance Complies
Clause 4.1 4 Risk
Management
See
IEC 60601-1-2:2014 ME Equipment and ME System requirements
Identification, marking and documents | called out in Review Complies
Clause 5
standard.

This equipment has been tested and found to comply with the limits for a Class A
digital device, pursuant to Part 15 of FCC rules. These limits are designed to
provide reasonable protection against harmful interference when the equipment
is operated in a commercial environment. This equipment generates, uses, and
can radiate radio frequency energy and, if not installed and used in accordance
with this user manual, may cause interference to radio communications.
Operation of this equipment in a residential area is likely to cause interference, in
which case users will be required to correct the interference at their own expense

Canadian Regulations

This equipment does not exceed the Class A limits for radio noise emissions
from digital apparatus as set out in the radio interference regulations of the
Canadian Department of Communications.

Le présent appareil numérique n’émet pas de bruits radioélectriques dépassant
les limites applicables aux appareils numériques de Classe A prescrites dans le
reglement sur le brouillage radioelectrique édicte par le Ministere des
Communications du Canada.
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Type B applied part: This instrument complies with the specified
requirements to provide protection against electrical shock,
particularly regarding allowable patient leakage current.

Anvisa n°: 80117580906

Responsavel Técnico: Luiz Levy Cruz Martins / CRF — SP 42415

IMPORTADOR:
Manufacturer Emergo Brazil Import Importagdo e Distribuicdo de
Optovue, Inc. Produtos Médicos Hospitalares Ltda.
231 Charcot Avenue, Avenida Francisco Matarazzo, 1.752, Salas 502/503,
San Jose, CA, USA, 95131 Agua Branca, S3o Paulo- SP, CEP — 05001-200

CNPJ: 04.967.408/0001-98

E-MAIL: Brazilvigilance@ul.com

General mandatory action sign

Authorized European Community Representative
EC |REP| Medical Device Safety Services (MDSS) GMbH
Schiffgraben 41

30175 Hannover, Germany

Serial number

15 jOR >

Catalog number / part number

Do not sit on

@ Do not step on
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5. Center the eye on the iris image (bottom left) and move forward, moving the
scanner head towards the patient, controlling it so that the video image (upper
left) passes through the pupil.

Figure 16 Far back no Auto Adjust

7. The slider bar to the left provides an indication as to correct working distance,
advance forward when one reaches the green area you should be close to
the correct working distance. Carefully advance until the fundus comes into
view (for Retina and Disc scans).

Figure 17 Alignment display after Auto Adjust, no tracking
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12.Click Auto Adjust—or double-click on the scan image—to optimize scan signal
strength and image quality.

H Conlinue Scan

Figure 27 Auto Adjust Combines Auto Z, Auto F and Auto P

Auto Adjust executes Auto Z, Auto F and Auto P in combination. (Only the
Auto P option is available for cornea scans.) Auto Adjust also tries to place the
B-scan image in the target area between the red dashed lines. The image below
shows an example of a scan centered vertically. If the scan is not between the
red dashed lines but visible in the window, click once in the scan window and
scroll the mouse wheel to bring the OCT scan between the red dashed lines.

ot Lot | DR WHALEI | K | el Tiste: PRI

Figure 28 Example of Scan Centered Vertically
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Tesh Tesl | DNO8: OUBLEBAE | M | Visl Dok DSAN2I1Y

.I'-lng:u\l"un Retina

Click Save 1o Save Highligt imsge
Click ReScan o Rescan fom Fastx.

= Lali 105

[

. )
Wishowt MCT

Figure 32 Continuous mode displays Fast-X and combined MCT for operator
selection

Wit Feal | DOHE RROREESD | B | Wisd Daie: OUTRTRN

o — s

Figure 33 Noncontinuous mode displays a panel after X the user can save and
continue or rescan
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Wit Feal | DOHE RROREESD | B | Wisd Daie: OUTRTRN

Right / OD

u Lalt 1 05

Figure 34 After Fast-X and Fast-Y the user has the option of saving the single
Fast-X or merged MCT volume by selecting save button

If you are satisfied with the captured scan, click Continue or joystick button to
proceed. If capturing sequentially (continuous mode), review Fast-X before
continuing to the Fast-Y scan. Or Click Rescan to retake the Fast-X scan. Click
Cancel to discard the Fast-X scan and start over.

When you use continuous, the Fast-Y scan begins automatically after Fast-X
scan. The orange overlay in the video image (upper left) shows the large vessels
from the optic disc as captured in the Fast-X scan, which assists in recognizing
whether alignment has been maintained.

15.1f necessary, adjust scan placement and optimize scan quality again. It is optimal
to capture the second scan with minimal adjustment, so ask the patient not to
move between scans. When ready, capture the Fast-Y scan.
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v. For Red Reflex make sure the patient is looking
directly into the camera (the IR-image inside the
pupil will be brighter when the patient is correctly
aligned)

vi.  Ask the patient to blink and capture the image

[Mutti Photo View

OD EstematCaler DROS2010 130202 05 EaxtemasColor 062010 13:02:41

p— s
raglet g e
ey e P G

Figure 47 External color image, Red reflex
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1.1.2 Review and edit Tools for Photo Image adjustment after capture

Right / OD

Team

S 25

Deeglef - Brghiness | Combid
Do Pight - P brangm
Bl Wt ; Toom image .

Figure 50 Color Fundus with Drusen

I.  To magnify a feature, use zoom slider or click on image and use mouse
roller

[I.  To brighten or darken, use the slider or hold down the left mouse and drag
it left or right over the image

I1l. To add/remove contrast, use the slider or hold down the left mouse and
drag it up or down over the image

V. FuII Gray — color image converted to gray scale
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Figure 51 Red free image of image with drusen

Inverse image- either gray scale or color (color inverse produces
high contrast blue).

Figure 52 Inverse of color image
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VI. Red free - gray scale without the red channel.

Figure 53 Red free from color image

3Co|or display- red, blue, green channels and full color image

Green Blus

Figure 54 3 color display
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VIII. If more definition is desired click sharpen, it can be clicked 3

times, and 4 clicks resets image to default.

Figure 55 Image with sharpen x3

Extreme enhance - enhances image

Figure 56 Extreme Enhance
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Emboss — produces a 3D-like image

Figure 57 Emboss

XI. Cup/Disc — by selecting draw, the operator can outline the Disc using
individual mouse clicks and double click to close circle, and then outline
the cup in the same manner to complete the drawing and calculation.

Figure 58 Cup/Disc Draw

XIl.  Once you have the desired effects, right click on the image and save it.
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Contrast: Adjusts contrast of the video image (not the OCT scan).

Z Motor: Click Auto Z or use the slider to vertically center the OCT scan in the
scan window (between the dashed red lines). You can also center the scan by
clicking in the scan window and scrolling the mouse wheel up or down.

Focus (diopters): Click Auto F or use the slider to adjust focus of the OCT scan
and thereby improve signal strength.

P Motor: Click Auto P or use the slider to adjust scan polarization and thereby
improve signal strength.

Vitreoretinal or Chorioretinal radio buttons: Vitreoretinal presets the scan
parameters to achieve highest signal strength above the RPE. Chorioretinal
presets the scan parameters to achieve highest signal strength below the RPE.
Note that the red dashed lines in the scan window shift up for a vitreoretinal
scan; they shift down for a Chorioretinal scan.

End of section
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@& Show/Hide Boundaries: Toggle to show or hide segmentation lines on the
OCT image.

E Undo andﬁ Redo: Click to undo or redo last edit. Use it repeatedly to
make multiple steps back or forward.

. Zoom In/Out: Select this tool and left-click to zoom in, right-click to zoom
out, or zoom to the size of the box you draw on the image.
"-._c-"

L& N Zoom to Fit: Zooms out to fit all B-scans in the window.

End of section
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5 OCT Scan Reports

5.1 Scan Registration for Comparison

In some reports, you can compare multiple scans of the same type over time. To
enable accurate comparison, these multiple scans must be accurately aligned, or
registered, with each other. The system uses a baseline scan, also called a
reference scan, for registration of multiple scans. Specifically, it uses for
registration particular features, such as blood vessels and/or the fovea, in the
SLO-like image.

Registration of multiple scans enables clinicians to compare scans over time and
thereby track progression of retinal diseases and glaucoma. When multiple scans
of eligible scan types have been acquired, the Change Analysis or Comparison
button is present on the scan report. In the Trend analysis side by side aligned
comparison is also available with large B scans.

To enhance visualization OCT images can be aligned with a Fundus, or Disc
photo taken on the same visit. The OCT image uses 3D or fast en Face overlay,
matched to the vessels in the photo. Please confirm alignment of all images prior
to utilization by right clicking, showing overlay and checking alignment.

Retinal morphology can change over time due to disease progression or surgery.
In such cases, the clinician can acquire a new baseline scan. Subsequent scans
from that point would use the new baseline scan. Scans prior to the new baseline
scan continue to be registered against their original baseline scan.
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Figure 80 Wellness OCT with B scan overlay on Fundus photo
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Raster Portrait Print page 1
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Figure 84 Raster Portrait Print page 1
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Raster Portrait Print page 2
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Figure 85 Raster Portrait Print page 2
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Figure 95 Retina Cube Multi Scan View ( 2 scans)
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Retina Gube O Report
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Figure 96 Retina cube OU Report with Fundus photo
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Figure 97 Retina cube Trend analysis, Retinal thickness RDB
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Figure 98 Retina cube Trend analysis GCC Thickness
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DiscArea (mm?) Solix AngioVue Disc Solix Disc Cube

Mean (SD) 1.85(0.35) 1.84 (0.35)
Median 1.82 1.81
Min, Max [1.06, 3.41] [1.05, 3.40]

Figure 100 Disc size table

Retinal Nerve Fiber Layer (RNFL) the thicker the layer, the larger the percentile.

If there is no overlap in 95% confidence intervals for the percentiles the color-
coded RDB Reference Map shows regions where thickness is as
follows:

(5,95) percentile Green,

(1,5) percentile Yellow
(0,1) percentile Red

if the 5th and 1st percentiles overlap an Orange color diagonal cross hatching is
used

Figure 101 RDB map RNFL
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5.3.3.2 Comparison

If more than one 3D Disc scan has been acquired for this eye, the Comparison
button will be present on the report. Click Comparison and the report shows a
reference image and a B-scan window for each compared scan in rows, as
shown in the image below. Use the slider next to the reference image to select
the B-scans to compare at right.

Right/ ©0

Figure 106 Disc Comparison Report, thickness

The disk cube OU report is made up from 4 exams, OD/OS Disc cube which
provides the information on the optic nerve and RNFL as well as the Retina cube
OD/OS which provides the GCC information.
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Dise Cube Trend Analysis
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Figure 110 Disc Cube OU Trend Analysis
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Right / OD Wellness OU Report Left f OS5
TVZOGIE 1134021 Scan Cuality 310 Scan Quality 310 VIR 0 Y

RDE Referance Map RDE Reference Map

Figure 113 OU Wellness

The OU wellness compares a 12x9 area thickness map from both eyes and
displays retinal thickness and GCC with RDB for symmetry of both inter and intra
comparison.

If an AngioVue retina scan is also done a combined report is available.

Right / OD Solx Wellness OU Report Left / O5
GBI T2 Scan Quslity 710 Scan Ouality 810 OO 19 17 3550

Al

]
RDB Relerence Map RLC2 Reference Map

Figure 114 AngioVue Wellness OU Report
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6.3 Optic Disc Margin

The optic disc margin detection by the software shall be reviewed in the SLO
view screen (Main Report, SLO Tab) Disc margin can be verified by placing
cross-hairs on the disc margin outline by the software and verify in the
corresponding B-scan that the location is aligned with the Bruch’s membrane
opening (BMO).

If the location is not aligned with the BMO, the disc margin outline should be
manually adjusted until it matches the anatomy. To do that, the mouse is placed
on the incorrectly placed “anchor” point, which is then dragged to the correct
location where BMO is identified.

Automatic segmentation update and recalculation of disc center as well as all
peripapillary and disc metrics is performed by the software once modified disc
margin boundary is saved by the user.

Figure 118 Disc Margin and Margin Correction

Left — Incorrect disc margin detected (red a-scan vertical line through the disc
margin point) and confirmed on the corresponding b-scan (yellow arrow points to
the correct BMO). Middle — “Anchor” point is dragged to correct location at the
BMO, as confirmed by corresponding b-scan. Right — Fully corrected disc margin,
as confirmed by selecting additional point of the disc margin and demonstrating
its location on the b-scan at the BMO (yellow arrow).
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6.4 Segmentation Correction and Propagation Tool

Incorrect segmentation of one or more of the segmentation boundaries can be
identified either on OCT or OCTA windows.

In the event of a segmentation error the user can manually correct the
segmentation lines on a single b-scan and propagate the change throughout the
entire scan or a selected segment (Region of Interest (ROI).

In the image below a red box has been drawn around the incorrect segmentation
area on the OCT Inner Thickness map.

The following steps describe the segmentation editing and propagation process.

1. To access the “segmentation edit” screen, check the Edit Bnd checkbox to the
right of the screen (inside red rectangle). The screen will appear.

2. To edit specific segmentation line, click the check-box near the line name on the
left to the b-scan. The chosen line will appear on the b-scan image,

(If you would like to visualize your edits on the thickness map, on the right to the OCT
window choose the layer that is defined by that line. For example, if you wish to edit IPL,
choose Inner layer (ILM to IPL) or Outer layer (IPL to RPE). Once the layer defined by
IPL line is chosen (Inner layer in Fig.164), only the two segmentation lines defining the
Inner layer are displayed (ILM and IPL), and the ILM and IPL lines indicators to the left of
the b-scan window become active.)

3. Define ROI for segmentation correction and propagation. There are several ways
to define ROI to propagate the modified curve:

a. Use mouse to click on the OCT enface window and continue to drag to the
desired Region. There is red dot boundary to indicate the user specified region
to be propagated.

b. Move the B scan to the start desire location and click “Seed Region
Start”> “Set” button to set the start position. Move the B scan to the end desire
location and click “Seed Region End”—> “Set” button to set the end position.

C. If no region is specified, start seed should be the first frame and end seed
should be the last frame — the curve edit will be propagated thorough the entire
scan.
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5. Propagation.

Clicking on the Propagate button (red rectangle on to the right of the B-scan
window will apply the correction to the neighboring b-scans located in the defined
ROI, or throughout entire image if no boundary of ROl is drawn. shows the
propagated map.

[Angio Retina Scan Qualty THO Right /O

1080 188 o im (rrare)

Figure 122 Segmentation Correction and Propagation Applied

The procedure can be performed more than once if needed, and can be either
repeated over the same ROI, or different ROIl/s. Following segmentation update,
software automatically updates all the measurements data.

6.5 Projection Artifact Removal (3D PAR)

OCTA techniques are based on the principle of motion contrast. Visualization of
the deeper vascular layers is affected by flow projection artifacts form fluctuating
shadows of the flowing blood cells in the more superficial blood vessels that
create “false flow” in the deeper layers. This phenomenon is called “projection
artifacts”. On cross-sectional OCTA projection artifacts are seen as elongated
signal tail. On en face OCTA images the more superficial blood vessels network
gets duplicated on the deeper slabs. Without PAR the superficial plexus would
project onto the deep plexus, then superficial and deep would project onto Outer
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6.6.3.2 GCC RDB

Ganglion Cell Complex (GCC) the thicker the layer, the larger the
percentile.

If there is no overlap in 95% confidence intervals for the percentiles the
color-coded RDB Reference Map shows regions where thickness is as
follows:

(5,95) percentile Green,
(1,5) percentile Yellow
(0,1) percentile Red

if the 5" and 15t percentiles’ 95% Cls overlap, an Orange color
diagonal cross hatching is used.

GCC Deviation Map is not stratified by any factor such as age. The cutoffs for
each pixel are based on the standard deviation of the Gaussian distribution over
the same pixel location in the RDB normal population. It only shows thinning of
tissue compared to RDB

RPE Elevation: Shows AngioVue® and OCT images of the layers between
RPE_Ref and RPE.

Color overlay: allows static or movie color presentation

Thickness Tab Controls

Thickness
* Ful

" Inner
" Outer

[ Edit Bnd

Use the radio buttons to the right to select Full (ILM to RPE), Inner
(ILM to IPL), Outer (IPL to RPE), thickness.

Click the Edit Bnd checkbox to edit the boundaries shown on the
B-scans and thereby adjust the thickness.

SOLIX ™ User Manual Page 152 of 346 P/N 580-53958-002 A






AngioVue Retina Scan Quality 8110 - Right / OD
Bt teu | 9 o Pace | Treress | 5PE Bevanon | Caiar Crveriny | From | 02 1L Koo Shew roen
oo B Tlagler |
™ Edit Bnd
Strs et Ty
En e S F sewem
T g
T Dessy
~ Quter Bera
1 St e
™ Cutom
remy ™
i tim}
L - RN I~ e
1 Otsatm;

Figure 132 AngioVue® Retina Main Report, En Face Tab Selected

The example shows the AngioVue® image in B&W because the Color checkbox
(red rectangle at far right) is not selected
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6.6.5.1 AngioVue® Retina Multiple Visit Report Controls

. En Face Slab: Select a radio button to display the desired
En Face Slal

slab
% Superficial
" D . .
P Superficial
Outer Retina
" Choriocapillaris
" Retina Deep

" Custom
Outer Retina

Measurement

(% Fione}
" Vessel Density
~

Choriocapillaris

r Retina

~
Custom

Reset View

¥ Link B-Scans Measurement: Select a radio button to display the desired
measurement

[ Invert

[ Color None

[v Show Bnd
Vessel Density

* Angio

e oct FAZ

v Auto Zoom ®‘
e, Flow Area

Non-Flow Area

Reset View: reverts to original

Link B-scans: links B-scans from multiple images to
display same anatomical location

Invert: Select to invert the gray scale shading or color of the
images.

Color: Select color image
Show Bnd (Boundaries) in the B-scans.

Use the radio buttons at lower right to show either
AngioVue® or OCT images for comparison.

Auto zoom: for B scans
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6.6.6.1 Manual Adjustment of Enface Images

Angio Montage Right / OD

* Ango
© oor

7 B
Clck ard drag
ArEOws W
sl mags

Figure 138 Montage Edit Screen
Check edit box

Drag center or corners of each scan to align vessels (holding the shift key slows
movement on screen)

Uncheck edit box to finish

Reset returns both images to original positions
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6.6.6.2 Montage Controls

Right / OD At right, the Montage Display Mode area assists you to

understand what you are viewing in the montage.

¢ Reset View: Resets view to the default settings.
,c,,. o Edit: Redirects to montage edit screen
P ¢ Vitreous/Retina: Displays Vitreous/Retina slabs
e Outer/Choroid: Displays Outer/Choroid slabs

e Grayscale: Presents images in grayscale if checked

e Print: Prints the current display.

=
G

6.6.6.3 Montage Layers Boundaries and Color Legend

Vitreous (Upper limit: = -2000; Lower Limit = ILM); Color= Green
Superficial (Upper limit = ILM; Lower limit = IPL-10um): Color= Grayscale
Deep (Upper limit = IPL-10um; Lower Limit = OPL+10um); Color= Purple
Outer (Upper limit = OPL+10um; Lower limit = BRM-10um); Color = Yellow
Choroid (Upper limit = BRM-10um; Lower limit = BRM+30um); Color = Red
6.6.6.4 Layers Adjustment on Montage Image

AngioVue® images are 3D images. To view every available layer of AngioVue®
image data stacked in an image, click on an image - an outer frame color will
appear indicating at what depth the screen is currently, then scroll the mouse
wheel to change the level of opacity. AngioVue® software assigns colors to the
borders of the image data at each depth to enable you to identify the layer in
which you are viewing specific anatomy.
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Figure 141 Montage 4 OCT
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Figure 142 Montage 4 Manual alignment
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e Comparison to RDB Table: At upper right, a table reports GCC and
RNFL measurements for the first and last visits. Table cells are color-
coded with respect to the Reference database.

e TSNIT Graph: In the middle is a TSNIT graph displaying RNFL thickness
at each visit. The TSNIT graphs help you visualize regions of change and
the shape of the RNFL distribution, and to judge test consistency. The
TSNIT graph is based on the 3.45mm diameter ring centered on disc
center, with 50 micron to each side, creating a100 micron width ring.

e Rate of Change Graphs: At bottom are graphs that plot RNFL thickness
and GCC thickness versus age. Above each graph appears the estimated
rate of change (in ym) per year. Different from other threshold-based
change detection methods, this change analysis does not apply a fixed
threshold for change detection and makes no assumption of test-retest
variability. The rate of change estimate uses simple linear regression. It
fits a straight line to a graph of thickness data points versus age and
calculates the slope of the line to determine whether it indicates a
statistically significant change in thickness.
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Figure 164 AngioVue® Retina Main Report, Thickness Tab with Full Retina
Thickness Selected

@rov

- Vessel density and thickness measurements are available on the Main, Multi
scan, Trend and QuickVue reports.

Right / 0D

......

......

Figure 165 Retina Multi Scan Showing Superficial Density
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7.212.1 FAZ Controls

User may change FAZ boundary by dragging the anchor point and the 300um ring
boundary follows automatically

Select "Clear” to clear FAZ region

Select “Draw” to manually select FAZ region

Select “Auto” to call algorithm to detect FAZ region

Select “Save Analytics” on the right to save any manual modifications
7.212.2 FAZ Edit

Over- or under-detection of the FAZ can be noted following automated FAZ
boundary drawing by the software. Correction of FAZ boundary can be
performed by dragging the “anchor” point to the correct location of the FAZ
boundary as detected form the Retina (ILM to OPL+10p) en face slab.

Automatic recalculation of all FAZ metrics is performed by the software once
modified FAZ boundary is saved by the user by clicking on “Save Analytics”
button on the right.

Figure 169 FAZ Editing
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The Retina QuickVue report shows the 4 default OCTA segmentations along the
top. B-scan is fovea centered by default, unless flow is detected in Outer Retina
slab — in such case the B-scans will be defaulted to the flow area. The lower 4
displays are RDB, Superficial Vessel Density, GCC Thickness chart, and RDB-
Full Retina thickness map. The GCC can be shown as thickness or Deviation

Map.

Patient: POK-003, 60004
Physician:

Operator:

Disease: Normal Mid

ABC & Inc.

123 abe Road  (122)458-TE30

Gender: Female D

Exam Date: 01/15/2021
DOE(age): 01/01/1982 (41)
Ethnicity:

Algorithm Ver: A1,1,0,10

AngioVue Retina QuickVue
Scan Quality 10/10

Left/ OS
6.4 x 6.4 Scan Size (mm)

Deep {IPL - OPL) Outer Retina (OPL - BRM) Choriocapillaris (BRM -

o
1
apn

GCC Thickness (ILM - IPL)

BRM+30um)

Zoomed

Full Thickness (ILM - RPE)

GCC Analysis

Average GCC (um)

Superter GCC (um)

Inferior GCC (um)

Intra Eye (3-I) (um)

FLV6x6 (%)

0.82

GLV6x6 (%)

335

Comment:

Signature:

Figure 172 AngioVue Retina QuickVue Portrait
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Figure 174 AngioVue® Retina Trend Report, Retina thickness, RDB selected.

The report displays superficial vessel density color-coded map along with the B-
scans and ETDRS metrics for the first and the last visit of both eyes (top row).

The graphs show Superior Hemifield (of the Whole Image), Inferior Hemifield (of
the Whole Image) and ETDRS Grid vessel density over three available visits for

each eye, including the tentative trend line. The table on the right provides
tabular view of the metrics.

To view different parameter, i.e. FAZ, select FAZ on the right side of the report.

Select one of the “large OCT options OD/OS and the screen changes to a 2 visit
aligned comparison.
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Figure 192 Large Vessels Mask

Example of large vessel mask for AngioVue® Disc scan. (Left) RPC en face image.
(Middle) Extracted large vessel mask. (Right) Extracted large vessel mask overlaid
on the RPC face image.

The small vessels density is measured with the application of large vessel mask
which has threshold of = 3 pixels (approximately = 35um for the 6.0 mm
AngioVue® Disc scans). Following mask application, only the “small vessels”
density is measured.

Vessel density is also available on Main, QuickVue, Multi Scan and Trend
reports.

Right ! D

Figure 193 AngioVue® Disc Multi Scan Report

RNFL Thickness is available on Main, QuickVue and Trend reports
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Figure 197 AngioVue® Disc Trend Report

The report displays RNFL thickness color-coded map along with the B-scans and
peripapillary grid metrics for the first and the last visit of both eyes (top row). The
graphs show Superior (Hemifield) RNFL (of the Whole Image), Inferior
(Hemifield) RNFL (of the Whole Image) and Average RNFL thickness (of the
Whole Image) over five available visits for right eye, and three visits for left eye,
including trend line, rate of change and confidence interval for the right eye, and
tentative trend line for the left eye. The table on the right provides tabular view of
the metrics. Including optic disc parameters.

To view RNFL Thickness, select RNFL on the right side of the report.
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Figure 199 ONH/GCC OU Trend thickness
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circle on the screen. If there is blocking or shadowing, the scan should be
excluded.

7. Operator should observe the measurement reliability index status on the
report screen (for cornea power). A measurement with poor measurement
reliability indicates increased risk of measurement variability. Measurements
with poor reliability should be replaced if possible.

8. Align on the desired area to scan.

9. Move forward until the iris is in focus in the live IR image (the image of the
desired external scanned region should be within the target zone (two dashed
red horizontal lines).

10.Adjust scan beam to target zone and orientation with joystick.
11.Adjust image quality/scan strength (P-Motor adjustment).

12.1f the Iris is in poor focus when the cornea is displayed, click the Auto focus
button to reset focus motor

13. Capture scan using joystick button or capture button on screen.
14.Review and process (averaging) the OCT images.
Remember the following key operation points:

15.Use the CAM like a slit lamp in that when the live IR video image is in focus,
stop forward motion of the scanning head as the scan should be in the target
area (or very close).

16. Auto All and Auto-Z are disabled.

17.Minimal Focus motor adjustment may be used (only available in manual scan
control options).

18.Use the P-Motor to optimize scan signal strength.
1. The following items are preset and not adjustable.
19.Internal lllumination: Set to 0

20.Focus: default set to cornea (can be adjusted to optimize the image intensity
for Line and Angle scans)

21.Z position: Set at constant value depends on the system
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8.7 Topography Reports (with Topography License)

The following topography reports are available:
Main - A six position display with pull downs for each position and a table display
Refractive - same layout as main except maps are selected in user preference

Crystalline lens - five position layout, with additional display for full range
anterior and lens

Comparison - Review/subtraction of any 2 scans of the same eye
Trend - multi-scan display of the same eye
OU - two map display with table of OD and OS

Zernike - OU report showing higher order and lower order graph and maps

1 - Kaswteconus. [Coneal Map Topo| | DO 810171968 | 10: | Vielt Date: 0071170024 —- L]

Corneal Map Topography Scan Quality 810 Right / OD

[he Aoeat

050D

Curvatars

Cusaos

Figure 225 Topography Main Report
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Figure 227 Crystalline lens Report
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Figure 233 Corneal Map OU Zernike Report
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TNP_3mm(D)

True Net power in the central 3mm diameter area derived from
both the anterior and posterior surfaces

TNP_4mm(D)

True Net power in the central 4mm diameter area derived from
both the anterior and posterior surfaces

RMS LOA_3mm(um)

root-mean-square value of the low-order aberrations within a
3mm diameter area centered on the vertex of the anterior surface

RMS LOA_6mm(um)

root-mean-square value of the low-order aberrations within a
6mm diameter area centered on the vertex of the anterior surface

RMS HOA_3mm(um)

root-mean-square value of the high-order aberrations within a
3mm diameter area centered on the vertex of the anterior surface

RMS HOA_6mm(um)

root-mean-square value of the high-order aberrations within a
6mm diameter area centered on the vertex of the anterior surface
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8.11 Maintenance

Cleaning the Corneal lens

o Keep the CAM lenses in the case provided when not in use.
e Routinely check the lens for dust, fingerprints, or smudges.

e Use the same Kit and cleaning method as is recommended in chapter 10 on
cleaning.
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boundaries and epithelial posterior boundary and resulting corneal thickness map
and epithelial thickness map are illustrated with a post-LASIK eye and with a
post-PRK eye as illustrated in the following two images, respectively. Because of
the difference in the characteristics in the epithelial posterior boundary in LASIK
and PRK eyes, for this validation study, we separated the post-laser refractive
surgery eyes into LASIK group and PRK group in the data analysis.

Corneal Thickness Map
Cornea Anterior Segmentation Line —roy Pty S e v o

Bowman's Layer = “"-»._:‘“M-.,_é"
SE,
y L -
EpiPosterior Segmentatior-Lifie-
g, Y

‘_-;omea Pogterior Segmentation Line™ “‘-:"

Figure 241 Automatic segmentation boundaries Lasik

Automatic segmentation of corneal and epithelial boundaries in the right eye of a
33 yrs. old male study subject with LASIK previously. The Bowman’s layer is
clearly visible and in some region, the LASIK flap interface is also visible. The
automatic segmentation lines for the corneal and epithelial boundaries are shown
in the middle. The resulting thickness maps are shown on the right.

SOLIX ™ User Manual Page 256 of 346 P/N 580-53958-002 A






gon  Pachymetry Map S 6mim ¥ 6mm Epithelium Map S 6mm ® 6mm

B0
740
E?DD
660

Segmentation acceptable

. M-2

I
gon  Pachymetry Map s 6mm % 6mm  Epithelium Map S 4 Bmm x 6mm

30
5
20

300 ) I
Meridian 2 Segmentation failure

Figure 243 Segmentation error

Pachymetry maps (Left) and epithelial maps (Right) of a 44 yrs. old KCN patient.
The epithelial segmentation was acceptable for the 15t scan (Top row) but failed
in meridian 2 (M-2) in the 2"¢ scan (Bottom row). The segmentation error is easily
recognized based on sharp color change along the scan lines.

Manual correction is quite feasible when the error is limited to a small number of
meridians and could be helpful when imaging difficult eyes. As illustrated in the

figure below, the segmentation error in meridian 6 causing a visible artifact in the
epithelial map (Top row), and with manual correction of the segmentation error in
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Follow these steps to import images:
1. Select Import > Import Image. An Open dialog appears.

2. Find and select the desired image for import and click Open. A dialog opens
showing the selected image. The currently selected patient name, visit, date and
the imported image name appear below the image.

["Dialog =)

[ Eye Select

 op
i 0s

—Image Type

" Color Image
" Red free Image
" FA Image

1~ 1A Image

 wr
W
T
" scop1

Patient Name: I RETIMA CASE#2, GRID,MAP OU, 3D ENFACE visitDate: | Tuesday, November 15, 2010

Imported Image: | RETINA CASE2 GRIDMAP OU 3D ENFACE _327_Retina Map_OD_2010-11-16 Cancel I

Figure 250 Dialog for Image Import

3. To the right of the image, select the eye (OD or OS) and specify the type of
image using the radio buttons and click Save. The image is saved with the
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9.1.7.1 Batch Process Options

Optovue strongly recommends using Batch Process only when the system is
not otherwise needed. Start it at the end of the day if you choose to batch
process all patients, since it can take up to several hours if the database is large.

[ _ X

Print.
Print Sem_b...-.- Tools ¢

Print Header Info OCT Image ;

-— Database Management *

‘Data Transfer * e

Export * |Help

Import '

Archive 1
Gurent Vs
Clean Diagnosis Data » Current Patient
- : : ‘Today's Patients
Clean and Batch Process All Patients All Patients 3 Al
~ : Nerve Fiber »
Gl (Retna |7
= Other » Retina Cube
Protoool ——— B A I=( o

Figure 253 Batch Process Options

Select File > Batch Process and then the option of your choice.
Current Visit: Processes all scans of the currently selected visit.
Current Patient: Processes all scans of the currently selected patient.
Today’s Patients: Processes all scans acquired today.

All Patients: Further select the option of your choice.

All: Processes all scans in the database. This can take considerable time to
complete.
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Secondary Backup Drive: Enables you to specify a second drive to be used for
backup, usually an external USB drive or network drive

Allow to save eye blink data: Select YES to save scan data even if the system
detects patient blinks during scanning. Select NO to discard scan data and
prompt to rescan when the system detects patient blinks.

OCT Fixation LED Current (0-15): Adjusts the LED current—and thus the light
intensity—of the fixation target

Fundus photo Fixation LED Current (0-15): Adjusts the LED current—and thus
the light intensity—of the fixation target.
Save Fast X & Y volumes: saves both volume

Scan navigation, either Dilated (photo comes after the last OCT for each eye or
non-Dilated photo after all posterior OCT.

Non MCT scan Auto save: yes or No
Enable Joystick to Save Scan checkbox: Selected by default, this means that
pressing the joystick button after scan capture saves the scan and the system

automatically goes to the next scan (if any). Clear this checkbox to disable this
feature, which means you must click the Save button on screen to save.

Enable Joystick for Auto Adjust/auto focus: when selected also allows the
joystick button to activate the auto adjust features.

Follow-up, Tracking and Show Patient list checkboxes: Select to enable,
deselect to disable the tracking, follow-up, or list features.

Light Eye Red illumination: select light eye IR value appropriate for patient
population

Dark Eye Red illumination: select Dark eye IR value appropriate for patient
population Note: the default IR illumination will be the mean between the light
and Dark setting

Internal Fundus Flash Level: default for Fundus/Disc flash
External Photo Flash: default for external color images

Default Angio Retina Display: Sets the default layer to display in the Retina
Enface presentation.

Default Angio Disc: Sets the default layer to display in the Enface presentation.
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11Scan Pattern Specifications

Table 1 Scan Pattern Specifications

# A-Scan
Scan Pattern Description (Without Adjustability Default
Averaging)
Transverse:
Single line scan with 6-12 mm (0.1 mm | 12 mm, -5°
Line speckle elimination 1600 X 1 increment) Angle: | (monitor screen
process option 90 to 90° (1° left to right)
increment)
Radial Lines 12 radial lines 1024 X 12 6 — 12 mm length | 12 mm, fovea
) ) Transverse: 6-16 16 mm. -5°
FullRange ™ Single line scan mm (0.1 mm L
o 1408 X 1 . (monitor screen
Retina line increment) Angle: i
6.25 x16 mm left to right)
90 to 90°
21 parallel line 6-12 mm length 9 mm length x
Raster 1024 X 21
scans; averaged 2-10 mm zone
6 mm, fovea
. 200 B-scans equally. . 6.4 x 6.4 mm,
Retina Cube . 200 x 512 Fixed
Center fixation fovea
350 B-Scans equally
spaced covering 6
mm
. . . 6 mm X 6 mm,
Disc Cube y-axis, each 320 x 320 Fixed .
. optic nerve
with 350 A-scans
covering 6 mm x-
axis.
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Scan Pattern

Description

# A-Scan
(Without
Averaging)

Adjustability

Default

AngioVue®
Retina

512 B-scans equally
spaced on X-axis
and on Y-axis.

Each B-scan has
512 A-scans. Fovea
fixation

640 pixels in Z-axis

512 X512

Fixed

6.4 X6.4 mm,
fovea

AngioVue®
Disc

512 B-scans equally
spaced on X-axis
and on Y-axis.

Each B-scan has
6512 A-scans.
Fovea fixation

640 pixels in Z-axis

512 X512

fixed

6 x 6 mm, optic
nerve

AngioVue®
3mm

400 B-scans equally
spaced on X-axis
and on Y-axis.

Each B-scan has
400 A-scans. Fovea
fixation

400 x 400

Fixed size,

moveable fixation

Fovea 3x3mm

AngioVue®
9mm

600 B-scans equally
spaced on X-axis
and on Y-axis.

Each B-scan has
600 A-scans. Fovea
fixation

600x600

Fixed

9Immx9mm,
fovea

AngioVue®
Disc 9 mm

600 B-scans equally
spaced on X-axis
and on Y-axis.

Each B-scan has
600 A-scans. Disc
fixation

600x600

Fixed

9Immx9mm, optic
nerve

AngioVue®
12mm

600 B-scans equally
spaced on X-axis
and on Y-axis.

Each B-scan has
600 A-scans. Disc
fixation

600x600

fixed

12x12mm, fovea

Wellness

600 x 5 vertical
raster + 600 x 130
cube + 1014 x2x 8
(repeats per B-scan)
cross-line scans

600x130
+1014x2

Fixed

12 x 9, fovea
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# A-Scan

Scan Pattern Description (Without Adjustability Default
Averaging)
External IR
IR photo external
Image
External Color
) Color photo 5Mp
image
Fundus photo Color photo 5Mp 45 deg
Disc Photo Color photo 5Mp 45 deg
16 radial lines with
10 mm scan length 1200x16 ) 10 mm radial
Corneal map . Fixed
(1200 A-scansl/line), scan
5 (repeats)
22.5°interval
Length: 2-8mm;
Width:2-8mm ;
256 evenly spaced B -
Corneal cube veny sp 513x256 Angle: -90 to 90 4mmx4mm
scans degree
16 radial lines with 9
mm scan length 1200%16
10 dial
Anterior Radial 1200 Fixed mm radia
5 (repeats) sean
A-scans/line), 22.5°
interval
1700 A-scans/line Transverse: 3-10
mm (0.5 mm
Corneal Line with adjustable 1700 X 1 increment) Angle: | 8 mm, 0°
90 to 90° (1°
scan length increment)
Corneal Angle line 1020 2-6mm 3mm
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# A-Scan

End of section
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Scan Pattern Description (Without Adjustability Default
Averaging)
1 i ith Length: 14-18mm
AC FullRange Sfcan ine wi Angle: -90 to 90
™ adjustable scan 1280 X 1 degree18x6.25 18mm, 0 deg
length mm
ACFullRange | o\ 1 gmm Radial 1280 X 8 Fixed 18mm radial
Radial
Protocol scans Fixation Result
AngioVue® 4 Fixation 4 volumes
3mm AngioVue® adjustable merged
4 Volume 3mm Scans into 1
3mmx3mm
OCTA by
MCT
Cornea Cornea Map None
Glaucoma AngioVue® Fovea, Disc
Retina
AngioDisc
Montage 2 AngioVue® Fixtion at Montage
9mm scans Fovea (T) and 16x9mm
(T Disc (N)
AngioVue®
9mm (N)
Montage 4 AngioVue® Fixation at four Montage
9mm scans corners (SN, 16x16mm
(SN) IN, IT, & ST)
AngioVue®
9mm scans
(IN)
AngioVue®
9mm scans
(IT)
AngioVue®
9mm scans
(ST)
Retina AngioRetina Fovea
Raster
Wellness Welness Fovea




12Technical Specifications

Fundus Imaging

Image mode

Color, Red-free*

Field of view

45° and 35° (small pupil mode)

Pupil diameter

2 4.0 mm; = 3.3 mm (small pupil mode)

Dioptric Range

-35D to +30D

Working distance

35mm

Optical image
resolution

Center :60 lines/mm or more
Middle (r/2) :40 lines/mm or more
Periphery (r) :25 lines/mm or more

Pixel pitch on fundus | 7.4 ym
Photography 0.295
magnification
LED flash levels 10
External
Photography
External color Color (white light flash)
External IR IR (940nm illumination)
OCT Imaging
(Retina)
Scan speed 120,000 A lines per second

Axial resolution

5um (in tissue)
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Lateral resolution 15um (in tissue)

Working distance 35mm

Scan depth Up to 3 mm (Regular mode)
Up to 6.25mm (FullRange™ mode)

Scan length 3mm - 16mm
Dioptric Range -15D to +15D
Pupil diameter 2.0 mm or more
AngioVue SSADA OCTA with MCT Technology and 3D
PAR
OCT Imaging
(Anterior Segment)
Lateral resolution 18 um (Regular CAM) (in tissue)

36 um (FullRange™ CAM) (in tissue)

Working distance 20 mm

Scan depth Up to 3 mm (Regular CAM)
Up to 6.25mm (FullRange™ CAM)

Scan length 2mm - 18mm

Tomography Repeatability <0.1 D on model eye

Measurement points | 57,600 Surface points, >14 3D data points

Patient Interface

Fixation targets External and (13-point) internal
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Chin-Rest adjustable
range

~77mm

Joystick controlled X-
Y-Z adjustment

X-90mm, Y-80 mm, Z-30 mm

Display unit 24 inch Flat Panel LCD Monitor
Computer/Networki
ng
Operating system Windows 10
CPU Intel Core i7-8700 Processor or above
RAM 32GB DDR4 or more
Hard drive Solid State Disk 256GB for Operating system
Main Disc 4 TB
Back-up Disc 4 TB
Power supply 600W PSU Medical Grade
Interfaces USB ports and network connectors, HDMI/DP
port
Archive USB or Network Drive
DICOM DICOM MWL, DICOM storage
Review SW NetVue™ image management software
Light sources
OCT SLD 840 nm with FWHM 50nm
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White LED 420-780nm (single pulse for flash)

NIR LED (Retina) 750nm

NIR LED (Cornea) 735nm

IR LED for Iris 940nm
Viewer
Fixation LED 460nm

Power Table
Power Input AC 100V~240V
Frequency 50/60 Hz
Power Rating 100 W
Motorized 200 mm

adjustment range

Dimensions
Main unit 1000mm X 800mm x 1500mm (W 39.4 x D
31.5 x H 59 inches)
Weight (main unit) 95 kg (210 Ibs)
Rated voltage AC 100V~240V
Frequency 50/60 Hz
Power consumption 800 W (w/o power table)
OCT Scan Sizes Scan Name Size (LxWxD)mm unless specified

otherwise
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Retina Line 6-12(L) x 2.93(D)
Retina Cube 6.4x6.4x1.95
Raster 6-12(L)x2-10(W)x2.93(D)
Radial Lines 6-12 (J)x2.93(D)
Nerve Fiber Disc Cube 6x6x2.34
Cornea Corneal Map 10(9)x2.34(D)
Anterior Radial 10(9)x2.34(D)
Corneal Line 3-10(L)x2.34(D)
Corneal Angle 2-6(L)x2.34(D)
Corneal Cube 2-8(L)x2-8(W)x1.95(D)
Other Wellness 12x9x2.93
FullRange™ FullRange Retina 6-16 (L)x6.25(D)
FullRange AC 14-18(L)x6.25(D)
AngioVue AngioVue 3mm 3x3x1.95
AngioVue Retina 6.4x6.4x1.95
AngioVue 9mm 9x9x2.34
AngioVue 12mm 12x12x2.93
AngioVue Disc 6x6x2.34
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AngioVue 3mm (4- 3x3x1.95
volume MCT
Merged)
OCT Structure Application Image & Analysis
Retina Retina Thickness Map; GCC Thickness Map;
Outer Retina Thickness Map
Glaucoma RNFL; GCC; FLV, GLV; ONH parameters
Cornea Pachymetry, ETM, Stroma Maps, and Angles
Reports RDB, OU report, Trend Analysis, ONH/GCC
OU trend report, Comparison, Multi- Scan
view, Enface, Color Fundus Overlay,
QuickVue, Main 3D report, Wellness report,
AC Multi-Angles Report, and Cornea Map
report (OU and change)
FullRange™ AC Anterior Summary, Comparison, and OU
Reports
AngioVue & Application Image & Analysis
AngioAnalytics
Retina SCP, DVC, Outer, & Choroidal Capillary
Plexus, Custom layer
Vessel Density: SCP & DVC, FAZ, Flow and
Non-Flow Zone area
Disc RPC Vessel Density
Montage protocols Montage 2 (16mmx9mm); Montage 4
(16mmx16mm); Montage 2(10mmx6mm)
Multi-volume merged | 4-volume MCT merged AngioVue 3x3mm
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Reports

Same as OCT structural reports with
additional Vessel Density measurements
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12.1 Compliance
¢ General Medical IEC 60601-1
e EMC of Medical System IEC 60601-1-2 4th Ed:2014
e |TE (Computer) EN 60950
e Ophthalmic Instruments ISO 15004-1:2006
e Light hazard protection ISO 15004-2:2007 and ANSI Z80.36:2016
e Fundus Camera ISO 10940:2009

¢ Ophthalmic Instruments — OCT ISO 16971:2015

12.2 Circuit Breaker and Fuse
e Fuse (Power supply in Scanner)
e Rating: 4 A/250V
e Package: 5 mm x 20 mm
e Type: Fast Acting, Short Time Lag
A e WARNING: Do not use fuses that are not approved by Optovue. Optovue
provides approved fuses.
12.3 Operating Environment
Operating Conditions:
e Temperature: 10 °C to 35 °C
e Relative Humidity: 30% to 90%
e Atmospheric pressure: 800 — 1060 hPa
Storage Conditions:
e Temperature: =10 °C to 55 °C

e Relative Humidity: 10% to 95%

e Atmospheric pressure: 700 to 1060 hPa
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13 Appendix A: Printer Installation

USB, Optovue recommends that you plug the printer into the designated

power outlet in the system PC compartment. This outlet is isolated from
the wall plug (building power) through the SOLIX™ isolation transformer. If you
plug the printer into any other power outlet, place the printer at least 1.5 meters
away from the patient to avoid electric shock.

f WARNING: When using a printer connected directly to the system via

14 Appendix B: Motion Correction Technology
(MCT)

It is commonly understood that it takes at least a couple of seconds to acquire a
3D data volume at reasonable density with typical SD-OCT devices. As a result,
the 3D data volume is susceptible to artifacts caused by blinks and eye motion
during scan acquisition. Such artifacts appear as distortion in the retinal blood
vessel pattern and/or dark bands, as viewed in the en face image; they appear
as a rippling retinal surface and/or dark sections, as viewed in the cross-sectional
image.

When the two 3D volumes are acquired in orthogonal directions as illustrated in
Figure 273 below, the system applies a proprietary software-based motion
correction technology (MCT) to assess and correct motion in each volume. The
system performs motion correction based on minimization of the overall
difference between the two corrected volumes. The system generates the final
3D volume of an MCT scan based on the weighted average of the horizontal and
vertical motion corrected volumes, as shown in Figure 273 below.
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15Appendix C: Solix Clinical Summary

15.1 Evaluation of the Repeatability and Reproducibility
(“R&R”) of Solix in Normal Subjects, Retinal
Patients, and Glaucoma Patients for Posterior
Segment Measurements

This was a prospective, cross-sectional study conducted at a single U.S. clinical
site. Eligible participants age 18 or older were enrolled and assigned to one of
three study groups: 1) individuals with no ocular disease; 2) individuals with
glaucoma (with confirmed glaucomatous visual field defect and/or glaucomatous
optic nerve changes) of varying severity, and 3) individuals with exudative age-
related macular degeneration (wetAMD), proliferative and non-proliferative
diabetic retinopathy (DR), non-neovascular age-related macular degeneration
(dryAMD) of varying stages from drusen load (drusen) to non-foveal or foveal
geographic atrophy (GA), and other retinal conditions. Individuals with media
opacity or poor fixation precluding adequate image quality were excluded. For
repeatability and reproducibility, the study eye is imaged three times using
relevant OCT and OCTA scan patterns with each of three Solix instrument-
operator pairs. All scans underwent post-acquisition image quality review. OCT
and OCTA scans with a SQ score of less than 6, local weak signal affecting
regional structure and/or vasculature visibility, motion artifacts, blink, and
cropped B-scan images etc. were excluded from analysis; Repeatability and
reproducibility of the measured parameters (structural measurements from OCT
and OCTA scans and vascular measurements OCTA scans) were calculated
using a random-effects analysis of variance (ANOVA) model.

A total of 83 participants were qualified, including 30 normal subjects (“Normal”
group) 25 with glaucoma (“Glaucoma” group), and 28 with retinal conditions
(“Retina” group). One eye per subject was included in the study. The 28 “Retina’
group participants were assigned to the sub-groups as follows: 8 to wet AMD, 8
to DR, 6 to dry AMD-drusen, 3 to dry AMD-GA, and 3 to “other” group. Of the 83
eligible subjects, 44 (53%) participants were female and 39 (47%) participants
were male; the age distribution of the participant was 65.5+15.3 (mean+SD),
ranging from 21 to 91; and 86 (94.5%) participants were Caucasian.

Of the 30 subjects in the Normal group with age ranging from 24 to 72, 2 subject
had refractive surgery, and 2 had cataract surgery and IOL implant.

The 25 subjects in the Glaucoma group consisted of 10 subjects in the early
stage, 7 subjects in the moderate stage, and 8 subjects in the advanced stage of
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glaucoma with visual field MD ranging from -13.84 dB to -0.72 dB and PSD

ranging from 1.76 dB to 13.65 dB.

Of the 8 wet AMD subjects, 7 subjects had diagnosis of Type-1 CNV, and 1

subject had mixed type CNV. CNV vessel net was visible in OCTA image in 5
subjects; IRF was observed in OCT image in 1 subject; 2 subjects had SRF; and
5 subjects had PED; 8 subjects had anti-VEGF injection treatment and 5 subjects

had cataract surgery and IOL implant.

The 8 DR subjects consisted of 6 subjects with NPDR without DME, 1 subject
with NPDR with DME, 1 subject with PDR without DME, and 1 subject with PDR
with DME. In terms of DR severity, 4 subjects had mild NPDR, 2 subjects had
moderate NPDR, and 2 subjects with PDR. Based on OCTA image,
microaneurysm (MA) was observed in 6 subjects, reduced vessel density was
observed in 6 subjects. Based on OCT image, IRF was observed in 1 subject.

Of the 9 dry AMD subjects, 6 subjects had drusen without GA, 2 subjects had
drusen and non-central GA, and 1 subject had central GA. PED from confluent

drusen was observed in 5 subjects in OCT image..

The 3 subjects assigned to the sub-group “other” consisted of 1 Adult Vitelliform

Dystrophy and 2 retinitis pigmentosa..

Each study subiject (i.e., study eye) was imaged on all 3 device/operator pairs
with 3 repeats per pair per scan pattern. The rates of scans qualified from image

quality review for the R&R study are shown in the table below, ranging from
93.7% to 100%, depending on the scan pattern and subgroup:

Solix R&R Study

Normal

Glaucoma

Retina

Combined

Qualifying Scans

qualified

acquired

% qualified

qualified

acquired

% qualified

qualified

acquired

% qualified

qualified

acquired

% qualified

AngioVue Retina

269

277

97.1%

224

234

95.7%

252

267

94.4%

745

778

95.8%

Retina Cube

269

271

99.3%

225

226

99.6%

251

254

98.8%

745

751

99.2%

Wellness

270

272

99.3%

225

225

100.0%

250

254

98.4%

745

751

99.2%

AngioVue Disc

270

271

99.6%

225

229

98.3%

252

255

98.8%

747

755

98.9%

Disc Cube

270

274

98.5%

225

235

95.7%

252

269

93.7%

747

778

96.0%

Table 15.1.1

Rates of qualifying scans per study group per scan pattern.

The main reasons for scan disqualification were motion artifacts for Disc Cube
scan and local weak signal for AngioVue Retina.

Across all 5 study scan types and across all study groups, the maximum manual
editing rates for segmentation boundaries were 4.3% for ILM, 5.2% for IPL, 0.1%
for RPE, and 3.9% for NFL; the maximum foveal center detection correction rates

were 0.5% for Wellness scan, 0.7% for AngioVue Retina scan and 0.7% for

Retina Cube scan; the FAZ boundary detection manual editing rate was 19.7%
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Measurement

GCC

C(1)_GCC
T(1-3)_GCC
S(1-3) GCC
N(1-3) GCC
1(1-3) GCC
S-Hemi (1-3)_GCC
I-Hemi (1-3)_GCC
All(1-3) GCC
T(3-6) GCC
S(3-6)_GCC
N(3-6)_GCC
1(3-6) GCC
S-Hemi (3-6) GCC
I-Hemi (3-6) GCC
All (3-6)_GCC
S-Hemi (0-6) _GCC
I-Hemi (0-6) _GCC
All (0-6)_GCC
GCC

WI GCC
WI-S-Hemi_GCC
WI-I-Hemi_GCC
FLV_GCC
GLV_GCC
Retina Thickness
C(l) R

T(1-3) R
S(1-3) R
N(1-3) R

I(1-3) R
S-Hemi(1-3) R
I-Hemi-(1-3) R
All(1-3) R
T(3-6)_R
S(3-6) R
NG3-6) R
1(3-6) R
S-Hemi(3-6) R
I-Hemi(3-6) R
All(3-6) R
S-Hemi(0-6) R
I-Hemi(0-6) R
All(0-6)_R

Al (0-6) R Vol

Unit

um
pum

pum
pum
um
um
pm

pum
pum
pum
um
pum

3
mm

AngioVue Retina (N = 224)

Mean (SD)

51.9 (10.7)
82.6 (11.6)
95.6 (13.0)
96.1 (12.1)
92.1 (13.2)
92.7 (12.2)
90.4 (12.4)
91.6 (11.5)
69.4 (8.4)
81.5 (12.7)
97.4 (11.8)
76.5 (12.1)
832 (11.1)
79.2 (11.0)
81.2 (9.7)
84.5 (10.9)
81.0 (10.7)

82.7 (9.7)

82.5 (10.3)
84.1 (11.6)

80.9 (11.5)

5.7 (3.5
19.8 (9.4)

2522 (18.9)
287.3 (17.4)
300.7 (18.1)
307.6 (16.9)
293.6 (16.7)
299.6 (17.4)
294.9 (16.6)
297.3 (16.5)
241.9 (17.1)
255.5 (20.0)
2733 (16.6)
239.8 (16.5)
258.2 (18.1)
247.1 (16.2)
252.7 (16.5)
267.3 (17.3)
257.8 (15.6)
262.6 (15.9)

7.4 (0.45)

*Reproducibility Limit = 2.8 x SD of Reproducibility

Table 15.1.1.3. Repeatability and Reproducibility of the Glaucoma group.
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Repeatabi
lity
SD

0.8
0.7
0.9
0.8
0.7
0.7
0.6
0.5
0.7
0.7
0.6
0.7
0.6
0.6
0.5
0.5
0.5

0.4

0.4
0.5
0.5

0.4
0.4

1.0
1.1
1.1
1.1
1.3
1.0
1.0
0.9
1.1
1.0
1.0
1.1
0.8
1.0
0.7
0.8
0.9
0.7

0.02

SD

1.0
0.8
1.0
1.0
0.9
0.8
0.8
0.7
0.9
0.8
0.8
0.8
0.7
0.7
0.6
0.6
0.6

0.5

0.5
0.6
0.7

0.4
0.5

1.7
1.5
1.6
1.7
1.8
1.5
1.6
1.4
1.5
1.5
1.4
1.5
1.3
1.4
1.2
1.3
1.4
1.2

0.04

Repeata
Reproducibility bility Reproducibility
CV | Limit* Mean (SD) SD SD Ccv Limit*
ETDRS Grid (@ 6mm)
2.0% 2.9 52.1 (11.0) 1.3 1.6 | 3.0% 4.4
1.0% 2.4 83.2 (11.6) 0.9 1.0 | 1.2% 2.8
1.0% 2.7 94.6 (12.6) 0.9 1.0 | 1.1% 2.9
1.0% 2.7 96.3 (11.8) 1.0 1.0 1.0% 2.8
0.9% 2.4 91.1 (12.7) 0.9 1.0 | 1.1% 2.9
0.9% 23 92.5 (11.9) 0.8 0.9 | 1.0% 2.5
0.9% 23 90.1 (12.1) 0.7 0.9 | 1.0% 2.4
0.7% 1.9 91.3 (11.3) 0.6 0.7 | 0.8% 2.0
1.3% 2.5 69.5 (8.3) 0.8 1.0 1.4% 2.8
1.0% 2.2 80.0 (12.3) 0.9 1.1 | 1.4% 3.1
0.8% 2.1 96.2 (11.5) 1.0 1.3 | 1.4% 3.7
1.0% 2.2 75.2 (11.5) 0.8 L1 | 1.5% 32
0.8% 1.8 82.2 (10.8) 0.7 0.9 1.1% 2.6
0.9% 1.9 78.3 (10.6) 0.7 1.0 | 1.2% 2.7
0.7% 1.5 80.2 (9.4) 0.6 0.8 | 1.0% 2.2
0.7% 1.7 83.6 (10.6) 0.6 0.8 | 0.9% 2.2
0.8% 1.8 80.2 (10.3) 0.6 0.8 1.0% 2.3
0.7% 1.5 81.9 (9.4) 0.6 0.7 | 0.9% 2.0
ETDRS Grid (@ 6mm)
0.6% 1.4 81.7 (9.9) 0.6 0.7 | 0.9% 2.1
0.8% 1.8 83.2 (11.3) 0.7 0.9 | 1.0% 2.4
0.8% 1.8 80.1 (11.1) 0.7 09 | 1.1% 2.5
6.9% | L1 5.5 (3.3) 04 | 05 | 86% 13
2.5% 1.4 20.1 (9.1) 0.5 0.7 | 3.4% 1.9
ETDRS Grid (@ 6mm)
0.7% 4.8 253.4 (19.3) 1.7 24 | 0.9% 6.7
0.5% 4.3 288.9 (17.8) 1.4 2.0  0.7% 5.7
0.5% 4.4 302.2 (18.3) 1.7 22 | 0.7% 6.1
0.5% 4.7 309.6 (17.3) 1.4 1.9 | 0.6% 53
0.6% 52 295.2 (17.1) 1.5 20 | 0.7% 5.6
0.5% 4.2 301.2 (17.8) 1.5 1.9 @ 0.6% 5.4
0.5% 4.5 296.7 (17.0) 1.2 1.9 | 0.6% 5.2
0.5% 4.0 299.0 (16.9) 1.1 1.7 | 0.6% 4.8
0.6% 4.2 244.2 (17.7) 1.4 1.9 | 0.8% 52
0.6% 4.3 257.3 (20.6) 1.7 22 | 0.8% 6.1
0.5% 4.0 275.4 (16.9) 1.2 1.7 = 0.6% 4.9
0.6% 4.3 241.3 (17.1) 1.5 1.8 | 0.7% 5.0
0.5% 3.7 260.2 (18.7) 1.3 1.8 | 0.7% 5.1
0.6% 39 248.9 (16.9) 1.3 1.7 | 0.7% 4.8
0.5% 3.4 254.5 (17.0) 1.0 1.5 0.6% 4.3
0.5% 3.7 269.1 (17.7) 1.3 1.8 0.7% 4.9
0.5% 3.8 259.7 (16.2) 1.2 1.7 | 0.6% 4.7
0.5% 3.4 264.4 (16.4) 1.0 1.5 | 0.6% 4.3
0.5% 0.10 7.5 (0.46) 0.03 0.05  0.6% 0.13

Glaucoma Subjects

Retina Cube (N=225)
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Mean (SD)

58.1 (11.0)
82.2 (11.0)
91.6 (12.0)
95.4 (11.7)
87.1 (11.8)
90.8 (11.4)
87.5 (11.3)
89.1 (10.5)
66.1 (7.8)
722 (12.3)
90.9 (12.0)
70.6 (12.1)
75.4 (10.9)
732 (11.0)
743 (9.7)
78.3 (10.6)

76.0 (10.4)
77.1 (9.4)

73.4 (8.9)
74.6 (10.2)

72.1 (9.7)

252.1 (18.7)
286.6 (17.6)
299.5 (18.1)
306.4 (17.2)
293.9 (17.1)
298.4 (17.4)
294.8 (17.0)
296.6 (16.8)
250.9 (18.3)
262.9 (20.5)
276.6 (17.5)
248.5 (17.9)
264.5 (18.8)
255.0 (17.5)
259.7 (17.5)
271.7 (17.8)
263.8 (16.7)
267.7 (16.6)

Wellness (N=225)

Repeata
bility Reproducibility
SD SD CV | Limit*
1.3 1.6 | 2.7% 4.4
1.0 1.1 | 1.3% 3.1
1.0 1.3 | 1.4% 3.5
0.9 1.0 | 1.1% 29
0.9 1.1 | 1.2% 3.0
0.8 1.0 | 1.1% 2.8
0.8 09 | 1.1% 2.6
0.6 0.8 | 0.9% 23
0.8 09 | 1.4% 2.5
1.1 1.4 | 1.9% 3.8
1.0 1.4 | 1.6% 4.0
1.1 1.5 | 2.1% 4.1
0.8 1.1 | 1.5% 3.1
0.9 1.1 | 1.5% 32
0.7 0.9 | 1.2% 2.6
0.7 1.0 | 1.3% 2.8
0.8 1.0 | 1.3% 2.7
0.6 0.8 | 1.0% 2.3
7mm x 8mm
0.7 0.8 | 1.1% 23
0.8 1.0 | 1.3% 2.8
0.9 1.0 | 1.4% 2.9
1.6 2.1 | 0.8% 6.0
1.3 1.8 | 0.6% 5.0
1.4 1.9 | 0.6% 5.4
1.2 1.8 | 0.6% 4.9
.2 1.7 | 0.6% 4.7
1.2 1.8 | 0.6% 5.0
1.0 1.6 | 0.5% 4.4
1.0 1.6 | 0.5% 4.4
1.3 1.7 | 0.7% 4.9
1.5 1.9 | 0.7% 5.4
12 1.6 | 0.6% 4.3
1.2 1.6 | 0.6% 4.5
1.2 1.7 | 0.7% 4.8
1.0 1.4 | 0.6% 4.0
0.9 1.4 | 0.5% 3.9
12 1.7 | 0.6% 4.7
1.0 1.4 | 0.5% 3.9
0.9 1.4 | 0.5% 3.9
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Measurement

GCC

C(1)_GCC
T(1-3)_GCC
S(1-3)_GCC
N(1-3)_GCC
1(1-3) GCC
S-Hemi (1-3)_GCC
I-Hemi (1-3)_ GCC
All(1-3)_GCC
T(3-6)_GCC
S(3-6)_GCC
N(3-6)_GCC
1(3-6)_GCC
S-Hemi (3-6) GCC
[-Hemi (3-6) GCC
All (3-6)_ GCC
S-Hemi (0-6)_GCC
I-Hemi (0-6) GCC
All (0-6) GCC
GCC

WI_GCC
WI-S-Hemi_GCC
WI-I-Hemi GCC
FLV_GCC
GLV_GCC
Retina Thickness
C(1)_R

T(1-3) R
S(1-3)_ R
N(1-3) R
1(1-3) R
S-Hemi(1-3) R
I-Hemi~(1-3)_R
All(1-3) R
T(3-6)_ R
S(3-6)_R
N(3-6) R
1(3-6) R
S-Hemi(3-6) R
I-Hemi(3-6)_R
Al(3-6) R
S-Hemi(0-6) R
I-Hemi(0-6) R
All(0-6) R

Al (0-6) R_Vol

Unit

um
um
pm
um
um
pum
pum
um
um
pm
pm
um
um
pm
pm
um
pum
pum

um
pum
pm
%
%

pm
um
pum
pm
pm
um
pum
pum
pum
um
pum
pm
um
pum
pum
pm
um
pum

3
mm

AngioVue Retina (N = 252)

Mean (SD)

55.4 (11.5)
952 (11.2)
107.7 (13.1)
106.8 (13.7)
107.7 (12.3)
103.7 (12.4)
104.9 (12.0)
104.3 (12.1)
84.6 (11.4)
99.2 (12.1)
114.9 (12.9)
98.7 (12.3)
98.9 (11.0)
99.9 (11.7)
99.4 (11.1)
98.8 (10.4)
99.7 (11.1)
99.3 (10.5)

100.8 (10.7)
99.7 (10.9)

101.9 (11.1)
1.7 2.2)

6.4 (6.3)

232.1 (40.0)
283.1 (35.8)
292.3 (36.4)
300.0 (36.6)
292.7 (35.3)
291.0 (35.6)
293.1 (35.3)
292.0 (35.2)
250.2 (30.4)
261.8 (30.8)
277.7 (30.2)
254.2 (25.2)
262.8 (29.2)
259.2 (26.8)
261.0 (27.7)
268.2 (29.4)
266.0 (27.7)
267.1 (28.3)
7.5 (0.81)

Repeatab
ility
SD

0.9
1.0
0.9
0.9
0.8
0.9
0.7
0.7
0.6
0.7
0.5
0.7
0.5
0.5
0.4
0.5
0.5
0.4

0.4
0.5
0.6
0.3
0.3

1.2
1.2
1.3
1.3
1.1
0.9
1.0
0.8
1.0
0.9
0.9
0.9
0.7
0.8
0.6
0.6
0.7
0.6
0.02

*Reproducibility Limit = 2.8 x SD of Reproducibility

SD

1.0
1.1
1.0
1.0
1.0
0.9
0.9
0.7
0.8
1.1
0.7
1.0
0.8
0.8
0.6
0.7
0.7
0.6

0.7
0.8
0.9
0.3
0.5

1.7
1.6
1.6
1.5
1.3
1.3
1.2
1.1
1.3
1.2
1.2
1.4
1.0
1.2
0.9
0.9
1.1
0.9
0.04

Repeata
Reproducibility bility Reproducibility
[9\% Limit* Mean (SD) SD SD (&Y% Limit*
ETDRS Grid (@ 6mm)
1.8% 2.8 55.3 (11.6) 1.3 1.6 2.9% 4.4
1.2% 3.1 953 (11.5) 0.9 1.0 1.1% 2.8
0.9% 2.7 106.6 (12.7) 1.1 1.2 | 1.1% 33
1.0% 2.9 106.8 (13.8) 1.1 1.2 | 1.1% 32
0.9% 2.8 106.5 (12.6) 1.1 1.2 | 1.1% 3.4
0.9% 23 103.3 (12.2) 0.9 0.9 | 0.9% 2.5
0.8% 2.4 104.3 (12.2) 0.9 1.0 | 0.9% 2.7
0.7% 2.1 103.8 (12.1) 0.7 0.7 | 0.7% 2.0
0.9% 2.2 84.5 (11.4) 0.7 0.9  1.0% 2.4
1.1% 3.1 97.6 (12.1) 1.1 1.2 | 1.2% 33
0.6% 1.9 113.7 (13.1) 0.9 1.1 | 0.9% 3.0
1.0% 2.8 96.9 (12.4) 1.2 1.6 1.7% 4.5
0.8% 27 97.8 (11.1) 0.8 0.9 | 0.9% 2.6
0.8% 2.2 98.5 (11.7) 1.0 1.2 | 1.2% 3.4
0.6% 1.6 98.2 (11.1) 0.7 09 | 0.9% 2.5
0.7% 2.0 97.8 (10.4) 0.7 0.8 | 0.8% 2.2
0.7% 2.0 98.6 (11.1) 0.8 1.0 | 1.0% 2.8
0.6% 1.5 98.2 (10.6) 0.6 0.8 | 0.8% 2.1
ETDRS Grid (@ 6mm)
0.6% 1.8 99.6 (10.7) 0.7 0.9 | 0.9% 2.5
0.8% 27 98.6 (10.9) 0.8 0.9 ' 0.9% 2.6
0.9% 2.6 100.5 (11.1) 1.0 1.3 | 1.3% 3.5
15.8% 0.8 1.8 (2.3) 0.3 0.3 | 18.3% 0.9
7.9% 1.4 6.7 (6.6) 0.4 0.6  87% 1.6
ETDRS Grid (@ 6mm)
0.7% 4.7 233.1 (40.0) 2.0 23 | 1.0% 6.6
0.6% 4.5 284.2 (36.2) 1.4 1.8 0.6% 5.1
0.6% 4.6 293.8 (36.8) 1.8 2.2 | 0.8% 6.2
0.5% 4.3 301.6 (37.0) 1.5 1.9 | 0.6% 52
0.5% 3.7 293.5 (35.7) 1.4 1.6 | 0.5% 4.4
0.4% 35 292.4 (36.0) 1.3 1.7 | 0.6% 4.9
0.4% 3.4 294.1 (35.7) 1.2 1.5 | 0.5% 4.1
0.4% 3.0 293.3 (35.6) 1.0 1.4 | 0.5% 39
0.5% 3.7 251.5 (30.8) 1.2 1.7 | 0.7% 4.6
0.5% 33 263.1 (31.2) 1.5 1.8 0.7% 5.0
0.4% 3.5 278.8 (30.2) 1.2 L5 | 0.5% 4.1
0.6% 39 255.5 (25.6) 1.4 1.8 | 0.7% 5.0
0.4% 2.8 264.0 (29.6) 1.1 1.4 0.5% 4.1
0.5% 33 260.4 (27.1) 1.1 1.4 0.6% 4.0
0.4% 2.6 262.2 (28.1) 0.9 1.2 | 0.5% 3.5
0.3% 2.6 269.5 (29.8) 1.0 1.4 | 0.5% 39
0.4% 3.1 267.2 (28.1) 1.0 1.3 0.5% 3.7
0.3% 2.5 268.3 (28.7) 0.9 1.2 | 0.4% 3.4
0.5% 0.11 7.6 (0.83) 0.04 | 0.06 0.8% 0.16

Retina Subjects

Retina Cube (N=251)

Table 15.1.1.4. Repeatability and Reproducibility of the Retina group.
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Mean (SD)

59.8 (12.7)
92.9 (12.5)
102.9 (15.4)
104.8 (15.1)
103.2 (13.3)
100.8 (14.4)
101.9 (12.9)
101.3 (13.3)
78.9 (10.6)
88.0 (13.7)
108.3 (13.1)
91.3 (11.9)
89.7 (12.2)
92.8 (11.5)
91.3 (11.4)
91.3 (11.7)
93.9 (11.1)
92.6 (11.1)

88.7 (10.0)
87.6 (10.8)
89.7 (10.1)

231.4 (39.8)
282.5 (34.9)
291.4 (35.9)
298.3 (36.0)
291.8 (34.9)
289.9 (35.0)
292.1 (34.7)
291.0 (34.6)
258.7 (31.9)
267.3 (31.9)
279.6 (30.5)
261.0 (28.4)
268.1 (29.8)
265.3 (29.3)
266.7 (29.2)
271.9 (29.9)
270.3 (29.6)
271.1 (29.5)

Wellness (N=250)

Repeata
bility Reproducibility
SD SD CV | Limit*
2.4 32 | 53% 8.8
1.4 23 | 2.5% 6.5
1.5 50 | 49% 14.0
2.6 43 | 4.1% 12.2
1.7 1.8 | 1.7% 5.0
1.3 45 | 45% 12.6
1.6 1.8 | 1.7% 5.0
1.3 2.8 | 2.8% 8.0
1.0 1.3 | 1.7% 3.7
1.3 2.6 | 2.9% 7.2
1.5 29 | 2.7% 8.1
1.7 23 | 2.5% 6.5
1.0 23 | 2.6% 6.5
1.3 1.8 | 2.0% 5.1
0.9 1.7 | 1.9% 4.9
0.8 26 | 29% 7.4
1.2 1.6 | 1.7% 4.5
0.8 1.8 | 2.0% 5.2
7mm x 8§mm

0.7 1.6 | 1.8% 4.4
0.9 2.1 | 2.4% 6.0
1.1 1.7 | 1.9% 4.7
1.9 29 | 1.3% 8.1
1.6 2.1 | 0.8% 5.9
1.6 23 | 0.8% 6.3
1.3 2.0 | 0.7% 5.5
1.6 2.6 | 0.9% 7.2
1.4 2.0 | 0.7% 5.5
1.3 2.1 | 0.7% 5.8
1.1 1.8 | 0.6% 5.2
1.2 1.8 | 0.7% 5.1
1.5 2.1 | 0.8% 5.9
1.3 1.7 | 0.6% 4.8
1.5 1.9 | 0.7% 5.4
1.3 1.8 | 0.7% 5.2
1.2 1.6 | 0.6% 4.6
1.0 1.5 | 0.6% 4.3
1.2 1.8 | 0.7% 5.0
1.1 1.6 | 0.6% 4.6
1.0 1.6 | 0.6% 4.4
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Glaucoma Subjects

N =224 N =224
Superficial Vascular Unit Repeata Deep Vascular Unit Repeata
Complex (SVC) bility Reproducibility Complex (DVC) bility Reproducibility

Mean (SD) SD SD CV | Limit* Mean (SD) SD SD CV Limit*
SvC ETDRS Grid (@ 6mm) DVC ETDRS Grid (@ 6mm)
C(1)_SvC % | 27.3 (6.0) 2.4 2.7 | 10.0% 7.7 C(1) DVC % | 31.6 (7.0) 3.2 3.6 | 11.2% 9.9
T(1-3) SVC % | 46.3 (3.2) 2.3 29 | 6.2% 8.1 |T(1-3) DVC % | 53.0 (1.9) 1.8 1.9 | 3.5% 5.2
S(1-3) SVC % | 474 (3.3) 2.2 2.6 | 5.5% 7.3 |S(1-3) DVC % | 52.7 (2.4) 2.3 2.4 | 4.5% 6.6
N(1-3) SVC % | 46.5 (3.3) 2.3 2.8 | 5.9% 7.7 N(1-3) DVC % | 52.7 (2.6) 2.4 2.5 | 4.7% 6.9
I(1-3) SVC % | 474 (3.4) 2.1 2.6 | 5.5% 7.3 |1(1-3) DVC % | 52.7 (2.1) 1.9 2.0 | 3.8% 5.6
S-Hemi(1-3) SVC % | 46.9 (2.9) 1.9 2.4 | 51% 6.7 | S-Hemi(1-3) DVC % | 52.9 (2.0) 1.9 1.9 | 3.7% 5.5
I-Hemi(1-3) SVC % | 47.0 (2.8) 1.8 2.3 | 48% 6.3 | I-Hemi(1-3) DVC % | 52.7 (1.7) 1.6 1.7 | 3.1% 4.6
All(1-3) SVC % | 46.9 (2.7) 1.6 22 | 4.6% 6.0 All(1-3) DVC % | 52.8 (1.4) 1.2 1.3 | 2.5% 3.8
T(3-6)_SVC % | 42.7 (2.7) 1.6 2.1 | 49% 5.9 |T(3-6) DVC % | 52.2 (2.2) 2.0 2.1 | 4.1% 6.0
S(3-6)_ SVC % | 459 (2.7) 1.4 1.7 | 3.7% 4.7 S(3-6) DVC % | 51.2 (2.6) 2.2 24 | 4.7% 6.7
N(3-6) SVC % | 49.4 (2.5) 1.3 1.7 | 3.4% 48 N(3-6) DVC % | 51.0 (3.0) 2.4 2.6 | 5.2% 7.4
1(3-6) SVC % | 43.6 (3.8) 1.4 1.7 | 4.0% 49 1(3-6) DVC % | 51.1 (3.2) 2.5 2.9 | 5.7% 8.2
S-Hemi(3-6) SVC % | 46.2 (2.3) 1.3 1.7 | 3.6% 4.7 | S-Hemi(3-6) DVC % | 51.5 (2.2) 1.7 1.9 | 3.7% 5.4
[-Hemi(3-6) SVC % | 44.6 (2.9) 1.2 1.6 | 3.5% 44 [-Hemi(3-6) DVC % | 51.3 (2.5) 1.9 23 | 4.4% 6.4
All(3-6) SVC % | 454 (2.1) 1.2 1.5 | 3.4% 43 Al(3-6) DVC % | 51.4 (2.0) 1.3 1.7 | 3.4% 4.8
All(0-6) SVC % | 452 (2.0) 1.2 1.6 | 3.5% 44 All(0-6) DVC % | 51.2 (1.6) 1.1 1.4 | 2.8% 3.9
SvC 6 mm x 6 mm DVC 6 mm x 6 mm
WI_SVC % | 453 (2.1) 1.1 1.5 | 3.4% 43 WL DVC % | 50.6 (1.9) 1.1 1.5 | 3.0% 4.3
WI-S-Hemi SVC % | 46.0 (2.1) 1.2 1.6 | 3.6% 4.6 (WI-S-Hemi DVC % | 50.8 (2.0) 1.3 1.7 | 3.3% 4.7
WI-I-Hemi SVC % | 44.6 (2.8) 1.1 1.6 | 3.5% 44 |WI-I-Hemi DVC % | 50.5 (2.2) 1.5 1.9 | 3.8% 5.3
FAZ Parameters (N=215) Retina Slab
FAZ Area mm®  0.26(0.12) 001 001 45% 003
FAZ Perimeter mm 2.0 (0.51) 0.1 0.1 54% 0.3

FD-300 Vessel Density %  44.8 (5.4) 3.2 3.7 82% 10.3
*Reproducibility Limit = 2.8 x SD of Reproducibility

Table 15.1.2.2. Repeatability and Reproducibility of the Glaucoma group.
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Retina Subjects

N =252 N =252
Superficial Vascular o Repeata Deep Vascular Unit Repeata
Complex (SVC) bility Reproducibility Complex (DVC) bility Reproducibility

Mean (SD) SD SD (9)% Limit* Mean (SD) SD SD (9)% Limit*
SVC ETDRS Grid (@ 6mm) DVC ETDRS Grid (& 6mm)
C(1)_SVC % 268 (52) = 23 | 3.0  111% 84 C(1) DVC % | 297 (6.1) | 32 | 38 | 12.8% | 106
T(1-3)_SVC % 45.6 (3.0 1.7 2.2 | 4.8% 6.2 |T(1-3) DVC % | 52.7 (2.2) 1.7 2.0 | 3.8% 5.6
S(1-3)_SVC % 463 (32) 19 | 25 54% | 69 S(1-3) DVC % | 528 2.7) | 23 | 25| 47% | 69
N(1-3)_SVC % 45.2 (3.4 2.0 2.6 | 5.7% 7.1 |N(1-3)_ DVC % | 52.4 (3.0 2.2 2.6 | 5.0% 7.4
1(1-3) SVC % 465 3.1) 1.8 | 24 51% 66 |1(1-3) DVC % | 529 2.00 | 1.8 | 19 | 3.5% | 52
S-Hemi(1-3) SVC % 45.8 (2.8) 1.6 22 4.8% 6.1 |S-Hemi(1-3) DVC % 52.6 (2.3) 1.6 1.9 3.5% 5.2
[-Hemi(1-3) SVC % 46.0 (2.9) 1.5 2.0 | 4.4% 5.7 |I-Hemi(1-3) DVC % | 52.8 (1.8) 1.4 1.6 | 3.1% 4.6
All(1-3)_SVC % 459 (2.7) 14 | 2.0  43% 55 |Al(1-3) DVC % | 527 (L7) | 12 | 14 | 2.7% | 4.0
T(3-6) SVC % 43.1 (2.4 1.4 2.0 | 4.7% 5.7 |T(3-6) DVC % | 52.5 (2.3) 1.8 2.1 3.9% 5.8
S(3-6) SVC % 464 (23) 14 | 1.6  34% | 44 S(3-6) DVC % | 519 2.5 | 1.9 | 21 | 4.0% | 5.9
N(3-6)_SVC % 496 (2.1) 15 | 1.6  33% @ 46 |N3-6) DVC % | 514 (2.5) | 20 | 22 | 42% | 6.1
1(3-6) SVC % 45.9 (2.7) 1.3 1.6  3.4% 4.4 |1(3-6) DVC % | 51.0 (3.3) 2.2 24 | 4.7% 6.8
S-Hemi(3-6) SVC % 46.3 (1.9) 13 1.6 3.4% 43 |S-Hemi(3-6) DVC % 52.1 (2.0) 1.4 1.7 3.2% 4.6
I-Hemi(3-6) SVC % 46.3 (2.3) 1.2 1.5 | 3.2% 4.2 |I-Hemi(3-6) DVC % | 512 (2.7) 1.7 1.9 | 3.7% 5.4
All(3-6) SVC % 463 (1.9) 12 | 15 3.1% | 41 |Al(3-6) DVC % | 517 (1.9) | 12 | 14 | 2.8% | 4.0
All(0-6) SVC % 45.6 (1.8) 1.2 1.5 | 3.2% 4.1 |Al(0-6) DVC % | 51.3 (1.6) 1.0 1.2 | 2.3% 3.4
SvC 6 mm X 6 mm DVC 6 mm x 6 mm
WI_SVC % 46.3 (1.9) 1.1 1.4 3.0% 39 WILDVC % 50.7 (1.9) 1.0 1.5 2.9% 4.1
WI-S-Hemi SVC % 46.3 (1.9) 1.2 1.5 3.1% 4.1 |WI-S-Hemi DVC % | 51.1 (1.9) 1.2 1.6 | 3.2% 4.6
WI-I-Hemi_SVC % 46.2 (2.0) 1.1 1.4 3.0% 3.9 |WI-I-Hemi DVC % 50.3 (2.5) 1.4 1.8 3.5% 4.9
FAZ Parameters (N=252) Retina Slab
FAZ Area mm’ 0.35 (0.22) 0.01 0.02 52% @ 0.05
FAZ Perimeter mm 2.4 (1.1) 0.1 0.1 53% 0.4
FD-300 Vessel Density % 453 (5.3) 2.7 4.0 87% 11.1

*Reproducibility Limit = 2.8 x SD of Reproducibility

Table 15.1.2.3. Repeatability and Reproducibility of the Retina group.
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Measurement

RNFL

TS RNFL

ST RNFL
SN_RNFL

NS RNFL
NI_RNFL
IN_RNFL

IT RNFL

TI RNFL

T RNFL

S RNFL
N_RNFL

I RNFL
S-Hemi RNFL
I-Hemi RNFL
PP _RNFL
ONH Parameters
Cup Area

Rim Area
C-D_Area_ Ratio
C-D_H_Ratio
C-D_V_Ratio
CupVolume
DiscArea

Unit

pm
pm
pm
pm
pm
pm
pm
pm
pm
pm
pm
pm
pm
pm
pm

3
mm

2
mm

Mean (SD)

543 (13.2)
76.1 (31.0)
711 (22.1)
58.4 (17.5)
49.7 (12.6)
73.4 (23.4)
76.7 (31.7)
46.7 (9.6)
50.8 (10.6)
73.3 (23.1)
54.5 (14.5)
74.8 (25.7)
63.9 (16.3)
61.3 (16.4)
62.6 (14.5)

1.1 (0.53)
0.69 (0.32)
0.60 (0.21)
0.77 (0.21)
0.77 (0.20)
0.29 (0.17)
1.8 (0.40)

Glaucoma Subjects
AngioVue Disc (N=225)

Repeata
bility Reproducibility
SD SD CV | Limit* = Mean (SD)
?2.5~ 34.5 mm Ring
1.0 1.5 2.7% 4.1 54.0 (13.1)
1.2 2.1 2.8% 6.0 73.4 (29.5)
1.0 1.7 2.3% 4.7 70.4 (22.1)
1.2 1.7 2.9% 4.8 58.5 (17.0)
1.1 1.4 2.8% 3.9 49.9 (12.6)
1.1 1.9 2.6% 5.4 72.4 (24.0)
0.9 2.0 2.6% 5.7 74.3 (30.5)
0.8 1.3 2.8% 3.7 46.5 (9.9)
0.8 1.2 2.3% 33 50.5 (10.7)
0.9 1.2 1.6% 33 71.8 (23.0)
1.0 1.3 2.3% 3.5 54.7 (14.3)
0.9 1.7 2.2% 4.7 73.2 (25.7)
0.7 0.8 1.3% 23 63.1 (16.4)
0.7 0.9 1.5% 2.6 60.5 (16.5)
0.6 0.7 1.2% 2.0 61.9 (14.7)
Within Disc Margin

0.043 = 0.043 | 3.83% | 0.120 1.1 (0.54)
0.047 = 0.071 | 10.3% @ 0.200 @ 0.67 (0.32)
0.021 = 0.026 @ 44% | 0.074 @ 0.61 (0.21)
0.016 = 0.024 | 32% | 0.068 @ 0.78 (0.21)
0.019 = 0.024 | 32% | 0.068 @ 0.76 (0.21)
0.013 = 0.016 | 54% | 0.043 0.28 (0.17)
0.004 = 0.069 @ 3.8% | 0.190 1.8 (0.40)

*Reproducibility Limit = 2.8 x SD of Reproducibility

Table 15.1.3.2. Repeatability and Reproducibility of the Glaucoma group.
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Disc Cube (N=225)

Repeata
bility
SD

1.2
1.3
1.7
1.8
1.7
1.8
1.5
1.7
1.2
1.1
1.5
1.4
0.9
0.9
0.8

0.035
0.037
0.019
0.029
0.026
0.020
0.003

Reproducibility
SD CV | Limit*
1.5 2.8% 43
2.4 3.2% 6.6
2.5 3.6% 7.1
2.1 3.7% 6.0
1.9 3.7% 5.2
2.2 3.1% 6.2
2.1 2.8% 5.8
2.0 4.3% 5.5
1.4 2.9% 4.0
1.9 2.6% 5.2
1.7 3.0% 4.6
1.7 2.3% 4.8
1.2 1.9% 3.4
1.1 1.8% 3.0
1.0 1.6% 2.7
0.048 | 4.2% | 0.130
0.079 | 11.7% | 0.220
0.031 | 5.1% | 0.087
0.037 | 4.7% | 0.100
0.036 | 4.7% | 0.100
0.025 | 8.7% | 0.069
0.069 | 3.8% | 0.190



Measurement

RNFL
TS_RNFL

ST _RNFL

SN RNFL

NS RNFL
NI_RNFL
IN_RNFL

IT RNFL
TI_RNFL

T RNFL

S RNFL
N_RNFL

I RNFL
S-Hemi RNFL
I-Hemi RNFL
PP RNFL
ONH Parameters
Cup Area

Rim Area
C-D_Area Ratio
C-D_H_Ratio
C-D_V_Ratio
CupVolume
DiscArea

Unit

Mean (SD)

64.1 (14.4)
106.8 (27.8)
101.5 (27.3)
84.9 (19.9)
69.0 (15.8)
107.7 (24.7)
123.6 (22.1)
58.4 (11.9)
61.5 (12.7)
103.9 (23.0)
77.8 (17.2)
114.7 (20.2)
88.2 (15.8)
89.0 (14.2)
88.6 (14.3)

0.38 (0.30)
1.4 (0.41)
0.22 (0.17)
0.41 (0.24)
0.41 (0.27)
mm’ | 0.065 (0.075)
mm’ | 1.8 (0.30)

25| EEEE(EEEEEEEEEE]E

Repeata
bility
SD

1.4
1.5
1.3
1.4
1.2
1.6
2.0
1.0
1.1
1.0
1.1
1.2
0.8
0.7
0.7

0.013
0.014
0.008
0.014
0.011
0.003
0.003

*Reproducibility Limit = 2.8 x SD of Reproducibility

Retina Subjects
AngioVue Disc (N=252)

Reproducibility
SD CV | Limit* Mean (SD)
?2.5~ @4.5 mm Ring
22 135% | 63 64.1 (14.1)
28 12.6% | 79 104.2 (27.1)
27 12.6% | 75 100.0 (26.7)
22 | 26% 6.2 85.1 (19.7)
21 | 31% 59 69.0 (15.9)
27 125%| 75 106.7 (25.1)
32 1 26% | 89 119.6 (22.3)
1.9 133% | 53 58.4 (11.5)
1.6 |26% 4.4 61.5 (12.3)
22 | 21% 6.2 101.9 (22.8)
1.7 1 22% | 48 77.9 (17.1)
1.7 | 1.5% | 438 112.4 (20.9)
1.5 1.7% 4.3 87.3 (15.7)
1.1 1.3% 3.2 87.9 (14.4)
1.2 | 14% 34 87.6 (14.4)
Within Disc Margin
0.018 | 4.7%  0.051 0.37 (0.30)
0.072 | 5.2% 0.200 1.4 (0.41)
0.014 | 6.4% 0.039 0.21 (0.17)
0.022 | 5.4% 0.062 0.39 (0.25)
0.017 | 4.2% 0.049 0.41 (0.27)
0.004  6.3% | 0.011 | 0.060 (0.068)
0.069 | 3.9% 0.190 1.8 (0.30)

Table 15.1.3.3. Repeatability and Reproducibility of the Retina group.
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Disc Cube (N=252)

Repeata
bility
SD

1.4
2.1
23
2.1
1.9
2.2
2.3
1.2
1.1
1.8
1.5
1.7
1.3
1.0
0.9

0.016
0.018
0.009
0.022
0.023
0.012
0.002

Reproducibility
SD CV | Limit*
2.0 3.1% 5.5
3.3 3.1% 9.1
3.0 3.0% 8.5
2.4 2.8% 6.7
2.3 3.3% 6.4
2.9 2.7% 8.1
3.7 3.1% | 10.5
2.1 3.6% 5.8
1.4 2.3% 3.9
2.7 2.6% 7.5
1.8 2.3% 5.0
2.1 1.8% 5.8
1.6 1.9% 4.6
1.3 1.5% 3.6
1.3 1.4% 3.5
0.020 | 5.5% | 0.057
0.074 | 5.3% | 0.210
0.015 | 7.1% | 0.042
0.027 | 7.0% | 0.077
0.027 | 6.5% | 0.074
0.012 | 19.7% | 0.033
0.069 | 3.9% | 0.190
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AngioVue Retina

GCC

C(1)_GCC
T(1-3)_GCC
S(1-3)_GCC
N(1-3)_GCC
1(1-3)_GCC
T(3-6)_GCC
S(3-6)_GCC
N(3-6) GCC
1(3-6)_GCC
S-Hemi(0-6)_GCC
I-Hemi(0-6) GCC
All(0-6)_GCC
GCC

WI_GCC
WI-S-Hemi_GCC
WI-I-Hemi_GCC
Retinal Thickness
C(1) R

T(1-3) R
S(1-3)_R
N(I-3) R
1(1-3) R
T(3-6)_R
S(3-6) R
N(3-6)_R
1(3-6)_R
S-Hemi(0-6) R
I-Hemi(0-6) R
All(0-6) R

Table 15.2.1
scan .

Retina Cube

GCC

C(1)_GCC
T(1-3)_GCC
S(1-3)_GCC
N(1-3)_GCC
1(1-3)_GCC
T(3-6)_GCC
S(3-6)_GCC
N(3-6) GCC
1(3-6)_GCC
S-Hemi(0-6)_GCC
I-Hemi(0-6) GCC
All(0-6)_GCC
GCC

WI_GCC
WI-S-Hemi_GCC
WI-I-Hemi_GCC
Retinal Thickness
C(1) R

T(1-3)_ R
S(1-3)_R
N(1-3) R
1(1-3) R
T(3-6)_R
S(3-6) R
N(3-6)_R
1(3-6)_R
S-Hemi(0-6) R
I-Hemi(0-6) R
All(0-6) R

EEEEEEEEEEE

AT

5EE[EEEEEEEEEE| EEE

555 5EEEEEEEEE[EEE

EEEEEEEE[EEEE

Mean (SD)

0.00 (1.80)
0.39 (1.61)
-1.63 (2.03)
-0.75 (1.76)
-2.26 (1.85)
0.39 (1.74)
-1.87 (1.78)
-0.85 (1.61)
-1.97 (1.87)
-0.96 (1.50)
-1.17 (1.43)
-1.06 (1.34)

-2.58 (1.60)
-2.61 (1.81)
-2.56 (1.65)

-3.80 (2.80)
0.39 (2.58)
-0.07 (3.10)
-0.58 (2.54)
0.66 (3.01)
2.02 (3.95)
0.78 (3.41)
1.05 (4.01)
2.91 (3.30)
0.70 (3.02)
1.72 (3.16)
1.21 (3.03)

Normal (n=30 subjects)

Difference
LOA low [95%CI]

LOA high [95%CI]

-3.5 [-4.7, -2.4] 3.5[2.4,4.7]
2.8[-3.8,-1.7] 3.5[2.5,4.6]
-5.6 [-6.9, -4.3] 2.3[1.0,3.7]
42[-5.3,-3.1] 2.7[1.6,3.8]
5.9[-7.1,-4.7] 1.4[0.2,2.6]
3.0[-4.1,-1.9] 3.8[2.7,4.9]
5.4[-6.5,-4.2] 1.6 [0.5,2.8]
-4.0[-5.1,-3.0] 2.3[1.3,34]
5.6[-6.8,-4.4] 1.7[0.5,2.9]
-3.9[-4.9,-2.9] 2.0[1.0,2.9]
-4.0[-4.9,-3.1] 1.6 [0.7,2.6]
-3.7[-4.6,-2.8] 1.6 [0.7,2.4]
5.7 [-6.7,-4.7) 0.6 [-0.5, 1.6]
6.2[-1.3,-5.0] 0.9[-02,2.1]
-5.8[-6.9,-4.7] 0.7 [-0.4, 1.7]
9.3[-11.1,-7.5] 1.7[-0.1,3.5]
-4.7[-6.3,-3.0] 5.4[3.8,7.1]
6.1[-8.1,-4.1] 6.0 [4.0,8.0]
5.6[-7.2,-3.9] 4.41[2.8,6.1]
5.2[-7.2,-33] 6.5 [4.6,8.5]
5.7[-8.3,-3.2] 9.8[7.2,12.3]
-5.9[-8.1,-3.7] 7.5[5.3,9.7]
6.8 [-9.4,-4.2] 8.9[6.3, 11.5]
3.6[-5.7,-1.4] 9.4[7.2,11.5]
-5.2[-7.2,-3.3] 6.6 [4.7, 8.6]
4.5[-6.5,-2.4] 7.9[5.9,9.9]
4.7[-6.7,-2.8] 7.1[5.2,9.1]

Mean (SD)

-0.61 (1.53)
-1.94 (1.42)
-2.54 (2.45)
-2.06 (1.77)
-3.31(1.52)
-1.59 (1.11)
-3.27 (1.67)
-1.06 (1.45)
-2.63 (1.58)
2.32(1.24)
-2.08 (0.96)
-2.20 (0.74)

-2.71 (1.20)
-3.21 (1.50)
-2.26 (1.75)

-1.80 (3.92)
-0.14 (3.81)
0.79 (3.40)
-0.01 (3.20)
0.38 (3.15)
1.59 (3.93)
1.10 (3.36)
0.96 (2.83)
2.32 (2.51)
0.91 (3.10)
1.34 (2.67)
1.14 (2.80)

Glaucoma (n=25 subjects)

Difference
LOA low [95%CI]

LOA high [95%CI]

@6 mm ETDRS Grid

-3.6 [-4.7,-2.5]
-4.7[-5.7,-3.7]
-7.4[-9.1,-5.6]
-5.5[-6.8,-4.3]
-6.3[-7.4,-5.2]
-3.8 [-4.6,-3.0]
-6.5[-7.7,-5.3]
-3.9[-4.9,-2.9]
-5.7[-6.9, -4.6]
-4.8 [-5.7,-3.9]
-4.0 [-4.7,-3.3]
-3.7[-4.2,-3.1]
6mm X 6mm
-5.1[-5.9,-4.2]
-6.2 [-7.2,-5.1]
-5.7[-6.9, -4.4]

24([1.3,35]
0.8[-0.2,1.9]
2.3[0.5,4.0]
1.4[0.1,2.7]
0.3 [-1.4,0.8]
0.6 [-0.2, 1.4]
-0.0[-1.2,1.2]
1.8[0.7,2.8]
0.5 [-0.7, 1.6]
0.1 [-0.8, 1.0]
-0.2[-0.9,0.5]
0.7[-1.3,-02]

0.4[-1.2,0.5]
-0.3[-1.3,0.8]
1.2[-0.1,2.4]

@6 mm ETDRS Grid

9.5 [-12.3,-6.7]
7.6 [-10.3, -4.9]
-5.9[-8.3,-3.4]
6.3 [-8.6,-4.0]
-5.8[-8.0,-3.5]
-6.1[-8.9,-3.3]
-5.5[-7.9,-3.1]
4.6 [-6.6,-2.6]
2.6 [-4.4,-0.8]
-5.2[-7.4,-2.9]
-3.9[-5.8,-2.0]
4.4 [-6.4,-2.3]

59[3.1,8.7]
7.3 [4.6,10.0]
7.5[5.0,9.9]
6.3 [4.0,8.6]
6.6[4.3,8.8]
9.3[6.5, 12.1]
7.7[5.3,10.1]
6.5 [4.5,8.5]
7.2 [5.4,9.0]
7.0 [4.8,9.2]
6.6 [4.7,8.5]
6.6 [4.6, 8.6]

Mean (SD)

-1.33 (2.47)
-0.74 (2.36)
-2.80 (2.20)
-1.40 (2.20)
2,57 (2.33)
-0.97 (1.82)
-2.87 (1.93)
-1.69 (2.02)
221 (1.97)
-2.10 (1.71)
-1.80 (1.61)
-1.96 (1.35)

-3.41 (2.00)
343 (2.27)
-3.44 (2.34)

2.42(7.89)
4.70 (5.99)
3.40 (4.74)
3.59 (5.31)
3.72 (4.17)
4.05 (4.57)
3.69 (3.52)
4.06 (3.45)
4.60 (3.14)
4.03 (3.80)
3.97 (3.42)
4.00 (3.40)

Retina (n=28 subjects)

Difference
LOA low [95%CI]

LOA high [95%CI]

6.2[-7.9,-4.5) 3.5[1.8,5.2]
5.4 [-7.0,-3.7) 3.9[2.3,5.5]
7.1 [-8.6,-5.6] 1.5 [0.0,3.0]
-5.7[-7.2,-4.2] 2.9[1.4,4.4]
-7.1[-8.7, -5.5] 2.0 [0.4,3.6]
-4.5[-5.8,-3.3] 2.6[1.4,3.9]
-6.7[-8.0,-5.3] 0.9 [-0.4,2.2]
-5.6[-7.0, -4.3] 2.3[0.9,3.6]
6.1 [-7.4,-4.7] 1.7[0.3,3.0]
5.5 [-6.6, -4.3] 1.310.1,2.4]
-4.9[-6.0,-3.8] 1.410.3,2.4]
4.6[-5.5,-3.7] 0.7 [-0.2, 1.6]
7.3 [-8.7,-6.0] 0.5 [-0.9, 1.9]
-7.9[-9.4,-6.3] 1.0 [-0.5,2.6]
8.0 [-9.6,-6.4] 1.2[-0.5,2.8]

-13.1[-18.5, -7.6]

7.0 [-11.1,-2.9]
-5.9[-9.1,-2.6]

-6.8[-10.5, -3.2]
4.5[-7.3,-1.6]
-4.9[-8.0,-1.8]
-3.2[-5.6,-0.8]
2.7[-5.1,-03]
-1.6 [-3.7, 0.6]
-3.4[-6.0,-0.8]
2.7[-5.1,-0.4]
2.7[-5.0,-0.3]

17.9[12.5,23.3]
16.4 [12.3,20.5]
12.7 [9.4, 15.9]
14.0 [10.4, 17.6]
11.9[9.0, 14.7]
13.0[9.9, 16.1]
10.6 [8.2, 13.0]
10.8 [8.5, 13.2]
10.8 [8.6, 12.9]
11.5[8.9, 14.1]
10.7 [8.3, 13.0]
10.7 [8.3, 13.0]

.1. Agreement between Avanti HD AngioRetina scan and Solix AngioVue Retina

=

Mean (SD)

-0.27 (1.79)
-0.57 (1.35)
-1.55 (1.95)
-1.12 (2.10)
-1.71 (1.99)
-0.28 (1.65)
-0.83 (1.65)
-0.29 (1.58)
-1.02 (1.83)
0.71 (1.32)
-0.80 (1.34)
-0.76 (1.20)

-2.147 (1.50)
-2.247 (1.66)
-2.08? (1.60)

-4.30 (3.74)
-1.06 (3.33)
-1.00 (3.59)
-1.77 (3.23)
-0.68 (3.17)
-0.56 (4.03)
-0.56 (3.58)
-0.48 (4.40)
1.46 (3.54)
0.73 (3.34)
-0.01 (3.32)
037 (3.23)
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Normal (n=30 subjects)

Difference
LOA low [95%CI]

LOA high [95%CI]

-3.8[-4.9,-2.6] 3.2[2.1,4.4]
3.2[-4.1,-2.3] 2.1[1.2,3.0]
5.4[-6.6,-4.1] 2.3[1.0,3.5]
-5.2[-6.6,-3.9] 3.0[1.6,4.3]
5.6 [-6.9,-4.3] 2.2[0.9,3.5]
3.5 [-4.6,-2.5] 3.0[1.9,4.0]
4.1[-5.1,-3.0] 2.4[1.3,3.5]
34[-44,-24] 2.8[1.8,3.8]
4.6[-5.8,-3.4] 2.6[1.4,3.7]
33[-4.2,-2.4] 1.9[1.0,2.7]
3.4[-4.3,-2.6) 1.8[1.0,2.7]
3.1[-3.9,-2.3] 1.6 [0.8,2.4]
5.1[-6.1,-4.1] 0.8[-0.2, 1.8]
5.5 [-6.6, -4.4] 1.0 [0.0,2.1]
-5.2[-6.2,-4.2] 1.0[0.0,2.1]

-11.6[-14.1,-9.2] 3.0 [0.6,5.5]
7.6 [-9.7,-5.4] 5.5[3.3,7.6]
8.0 [-10.4, -5.7] 6.0 [3.7, 8.4]
-8.1[-10.2, -6.0] 4.6 [2.5, 6.6]
6.9 [-8.9, -4.8] 5.5[3.5,7.6]
8.5[-11.1,-5.9] 7.4 [4.7,10.0]
7.6 [-9.9,-5.3] 6.4[4.1,8.8]
9.1 [-12.0, -6.3] 8.2[5.3,11.0]
-5.5[-7.8,-3.2] 8.4[6.1,10.7]
7.3[-9.4,-5.1] 5.8[3.7,8.0]
-6.5 [-8.7, -4.4] 6.5 [4.4,8.6]
-6.7[-8.8, -4.6] 6.0 [3.9,8.0]

Mean (SD)

-0.70 (2.19)
2,28 (1.61)
-1.70 (2.09)
-2.16 (1.70)
-2.56 (1.87)
-1.55 (1.30)
-1.74 (1.71)
0.06 (1.34)
-1.10 (2.07)
-1.49 (1.39)
-1.20 (1.08)
-1.34 (1.00)

-1.78 (1.08)
-2.30 (1.65)
-1.28 (1.25)

-2.94 (3.45)
-1.98 (3.91)
-0.86 (2.83)
234 (3.21)
-1.31 (3.61)
-0.98 (4.23)
-1.02 (3.43)
-1.38 (3.18)
0.98 (3.08)
-1.25 (2.96)
-0.53 (3.25)
-0.90 (3.00)

Glaucoma (n=25 subjects)

Difference
LOA low [95%CI]

LOA high [95%CI]

@6 mm ETDRS Grid

-5.0 [-6.6, -3.4]
-5.4 [-6.6, -4.3]
-5.8[-7.3,-4.3]
-5.5[-6.7,-4.3]
-6.2 [-7.6,-4.9]
-4.1[-5.0,-3.2]
-5.1[-6.3,-3.9]
-2.6[-3.5,-1.6]
-5.2[-6.6, -3.7]
-4.2[-5.2,-3.2]
-3.3[-4.1,-2.5]
-3.3[-4.0,-2.6]
6mm X 6mm
-3.9[-4.7,-3.1]
-5.5[-6.7, -4.4]
-3.7[-4.6,-2.8]

3.6[2.0,5.2]
0.9 [-0.3,2.0]
2.4[0.9,3.9]
1.2[-0.0,2.4]
1.1[-02,2.4]
1.0[0.1, 1.9]
1.6 [0.4,2.8]
2.7[1.7,3.6]
3.0[1.5,44]
1.2[0.2,2.2]
0.9[0.2,1.7]
0.6 [-0.1, 1.3]

0.3 [-04, 1.1]
0.9[-02,2.1]
1.2[0.3,2.1]

@6 mm ETDRS Grid

9.7[-12.2,-7.2]
9.6 [-12.4,-6.9]
6.4 [-8.4,-4.4]
8.6[-10.9, -6.3]
8.4 [-11.0,-5.8]
9.3[-12.3,-6.2]
-7.7[-10.2,-5.3]
7.6 [-9.9,-5.3]
-5.1[-7.3,-2.9]
7.0 [-9.2, -4.9]
6.9 [-9.2,-4.6]
6.8 [-8.9,-4.6]
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3.8[1.3,63]
5.7[2.9,8.5]
4.7[2.7,6.7]
4.0[1.7,6.3]
5.8[3.2,84]
7.3 [4.3,10.3]
57[3.2,8.1]
4.8[2.6,7.1]
7.0 [4.8,9.2]
4.6 [2.4,6.7]
5.8[3.5,8.2]
5.0[2.8,7.1]

Mean (SD)

-1.00 (2.96)
-0.53 (2.04)
-1.45 (2.26)
-1.55 (2.20)
-1.43 (1.91)
-0.86 (1.74)
-1.17 (1.95)
-0.47 (2.27)
-0.80 (2.05)
-1.05 (1.54)
-0.83 (1.52)
-0.96 (1.29)

-2.36 (2.09)
-2.33(2.22)
-2.50 (2.39)

1.327 (7.84)
3.457 (5.95)
2.172 (5.08)
1.747 (5.46)
2.297 (4.56)
2.197 (4.72)
2.577 (4.04)
2.787 (4.36)
3.027 (3.09)
2.667 (4.33)
2.477 (3.54)
2.56? (3.78)

Retina (n=28 subjects)

Difference
LOA low [95%CI]

LOA high [95%CI]

6.8 [-8.8,-4.8] 4.8[2.8,6.8]
-45[-5.9,-32] 3.5[2.1,4.9]
-5.9[-7.4,-4.4] 3.0[1.5,4.5]
5.9[-7.3,-4.4] 2.8[1.3,4.2]
5.2[-6.5,-3.9] 2.3[1.0,3.6]
43[-54,-3.1] 2.6[1.4,3.7]
5.0[-6.3,-3.7] 2.6[1.3,4.0]
4.9 [-6.4,-3.4] 4.0[2.5,5.5]
-4.8[-6.2,-3.4] 3.2[1.8,4.6]
4.1[-5.1,-3.0] 2.0[0.9,3.0]
3.8 [-4.8,-2.8] 2.1(1.1,3.2]
3.5 [-4.4,-2.6] 1.6 [0.7, 2.4]
-6.5[-7.9,-5.1] 1.7[0.3,3.1]
6.7[-8.2,-5.2] 2.0[0.5,3.5]
7.2 [-8.8,-5.6] 2.2[0.6,3.8]

-14.0 [-19.3,-8.8]
8.2 [-12.2,-4.2]
7.8 [-11.2, -4.4]
8.9 [-12.6,-5.3]
6.6 [-9.7,-3.6]
-7.1[-10.2, -3.9]
-5.3[-8.1,-2.6]
-5.8[-8.7,-2.8]
3.0[-5.1,-1.0]
-5.8[-8.7,-2.9]
45[-6.8,-2.1]
4.8[-7.4,-2.3]
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16.7[11.4,21.9]
15.1 [11.1,19.1]
12.1[8.7,15.5]
12.4 8.8, 16.1]
11.2[8.2, 14.3]
11.4 [8.3, 14.6]
10.5 [7.8,13.2]
11.3 [8.4, 14.2]
9.1[7.0,11.2]

11.1[8.2,14.1]
9.4[7.0,11.8]

10.0 [7.4, 12.5]



Table 15.2.1.2. Agreement between Avanti HD AngioRetina and Solix Retina Cube scan .

Wellness

GCC

C(1)_Gcc
T(1-3)_GCC
S(1-3)_GCC
N(1-3) GCC
I(1-3) GCC
T(3-6)_GCC
S(3-6)_GCC
N(3-6)_GCC
1(3-6)_GCC
S-Hemi(0-6) GCC
I-Hemi(0-6)_GCC
All(0-6) GCC
GCcC

WI_GCC
WI-S-Hemi_GCC
WI-I-Hemi_GCC
Retinal Thickness
C(1)_R

T(1-3) R
S(1-3) R
N(1-3)_ R
I(1-3) R
T(3-6)_R
S(3-6)_R
N(3-6)_R
1(3-6) R
S-Hemi(0-6) R
I-Hemi(0-6) R
All(0-6) R

EEEEEEEEEEE| EEE BEEEEEEEEECEEE

E

Mean (SD)

-6.99 (3.08)
0.38 (1.68)
1.46 (3.01)
-0.17 (1.87)
2.01 (3.06)
436 (1.90)
8.02 (3.71)
3.33 (2.26)
3.08 (4.07)
479 (2.04)
270 (2.31)
3.75 (1.96)

8.83 (2.40)
8.67 (2.60)
9.00 (2.65)

-3.44 (3.98)
0.28 (3.04)
1.24 (3.74)
1.33 (2.82)
0.44 (3.00)

-9.75 (4.07)

-6.85 (3.98)

-0.70 (5.90)

-6.73 (4.29)

-4.16 (3.65)

-4.63 (3.86)

-4.38 (3.67)

Normal (n=30 subjects)

Difference
LOA low [95%CI]

-13.0 [-15.0,-11.0]
-2.9[-4.0,-1.8]
-44[-64,-2.5]
-3.8[-5.0,-2.6]
-4.0 [-6.0,-2.0]

0.6 [-0.6, 1.9]
0.8[-1.6,3.1]
-1.1[-2.6,0.4]
-4.9[-7.5,-2.3]
0.8[-0.5,2.1]
-1.8[-3.3,-03]
0.1[-1.4,1.2]

4.1[2.6,5.7]
3.6[1.9,5.2]
3.8[2.1,5.5]

-11.2[-13.8,-8.7]
-5.7[-7.6,-3.7)
6.1[-8.5,-3.7]
-4.2[-6.0,-2.4]
-5.4[-7.4,-3.5)

-17.7[-20.3, -15.1]

147 [-17.2,-12.1]

-12.3[-16.1,-8.4]

-15.1 [-17.9, -12.4]

113 [-13.7,-9.0]

-12.2[-14.7,-9.7]

116 [-13.9,-9.2]

LOA high [95%CI]

-1.0[-2.9, 1.0]
3.7[2.6,4.8]
7.4[5.4,9.3]
3.5[2.3,4.7]
8.0 [6.0, 10.0]
8.1[6.9,9.3]
153 [12.9,17.7]
7.8[6.3,9.2)
11.1[8.4,13.7]
8.8[7.5,10.1]
7.2[5.7,8.7]
7.6[6.3,8.8]

135 [12.0, 15.1]
13.8[12.1,15.5]
142 [12.5, 15.9]

4.4[1.8,6.9]

6.2[4.3,8.2]

8.6 [6.2, 11.0]
6.9 [5.0,8.7]

6.3 [4.4,8.3]

-1.8 [-4.4,0.8]
1.0[-1.6,3.5]
10.9[7.1, 14.7]
1.7[-1.1,4.5]
3.0[0.6,5.3]
2.9[0.4,5.4]
2.8[0.4,5.2]

Mean (SD)

-7.14 (1.88)
-1.23 (2.12)
1.14 (3.97)
-1.43 (2.38)
1.81 (3.95)
1.72 (1.80)
5.82 (3.86)
5.56 (2.25)
3.62 (5.30)
3.68 (2.37)
3.14 (3.08)
3.40 (2.40)

6.53 (2.71)
6.24 (3.13)
6.79 (3.18)

-1.33 (3.18)
0.60 (3.68)
1.57 (4.03)
1.17 (3.31)
0.03 (3.11)

7.72 (4.23)

-6.48 (4.68)

-2.24 (4.67)

-6.48 (3.92)

-3.63 (3.88)

-4.67 (3.38)

-4.13 (3.45)

Glaucoma (n=25 subjects)

Difference

LOA low [95%CI] | LOA high [95%CI]

©6 mm ETDRS Grid
-10.8 [-12.2,-9.5]
-5.4[-6.9,-3.9]
-6.6 [-9.5, -3.8]
-6.1[-7.8,-4.4]
-5.9[-8.8,-3.1]
-1.8[-3.1,-0.5]
-1.7[-4.5,1.0]
1.1[-0.5,2.8]
-6.8 [-10.6, -3.0]
-1.0[-2.7,0.7]
-2.9[-5.1,-0.7]
-1.3[-3.0,0.4]
6mm x 6mm
1.2[-0.7,3.2]
0.1[-2.1,2.3]
0.5[-1.7,2.8]
©6 mm ETDRS Grid
-7.6 [-9.8,-5.3]
-6.6 [-9.3, -4.0]
-6.3[-9.2,-3.4]
-5.3[-7.7,-3.0]
-6.1[-8.3,-3.8]
-16.0[-19.0, -13.0]
-15.6 [-19.0,-12.3]
-11.4[-14.7,-8.1]
-14.2[-17.0,-11.4]
-11.2 [-14.0, -8.5]
-11.3 [-13.7,-8.9]
-10.9[-13.4,-8.4]

3.5[-4.8,-2.1]
2.9[1.4,4.4]
8.9[6.1,11.7]
32[1.5,4.9]
9.6[6.7,12.4]
5.2[4.0,6.5]
13.4[10.6, 16.1]
10.0 [8.4, 11.6]
14.0[10.2,17.8]
8.3 [6.6, 10.0]
9.2[7.0,11.4]
8.1[6.4,9.8]

11.8[9.9, 13.8]
12.4[10.1, 14.6]
13.0[10.8, 15.3]

49[2.6,72]
7.8[5.2,10.5]
9.5[6.6,12.3]
7.7[5.3,10.0]
6.1[3.9,83]
0.6 [-2.5,3.6]
2.7[-0.7,6.0]
6.9 [3.6,10.2]
1.2 [-1.6,4.0]
4.0[1.2,6.7]
2.0 [-0.5,4.4]
2.6[0.2,5.1]

Mean (SD)

-5.80 (6.50)
132 (6.52)
1.77 (8.21)
1.22 (6.93)
195 (6.70)
4.38 (6.26)
8.60 (7.03)
5.40 (4.26)
4.92 (6.85)
539 (5.28)
4.00 (5.16)
4.70 (4.75)

8.70 (5.20)
8.81 (5.10)
8.50 (6.06)

3.46 (7.81)
5.01 (5.70)
4.50 (5.22)
5.19 (5.40)
4.17 (4.78)
-4.79 (6.72)
-1.56 (6.62)
1.83 (7.15)
2,63 (6.55)
0.37 (5.49)
0.73 (5.51)
-0.16 (5.34)

Table 15.2.1.3. Agreement between Avanti HD AngioRetina and Solix Wellness scan .
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Retina (n=28 subjects)

Difference
LOA low [95%CI]

-18.5 [-22.9, -14.2]
115 [-15.8,-7.1]
-14.3[-19.8, -8.8]
124 [-17.0,-7.7]
-11.2[-15.7,-6.7]
7.9 [-12.1,-3.7]
-5.2[-9.9,-0.5]
-3.0[-5.8,-0.1]
-8.5[-13.1,-3.9]
5.0 [-8.5,-1.4]
6.1[-9.6,-2.7]
4.6 [-7.8,-1.4]

-1.5[-5.0,2.0]
-1.2[-4.6,2.2]
3.4[-7.4,0.7]

118 [-17.1,-6.6]
-6.2[-10.0, -2.3]
5.7[-92,-2.2]
-5.41-9.0,-1.8]
-5.2[-8.4,-2.0]

-18.0 [-22.5,-13.5]

-14.5 [-19.0,-10.1]

122 [-17.0,-7.4]

-15.5[-19.9,-11.1]

104 [-14.1,-6.7]

-11.5[-15.2,-7.8]

-10.6 [-14.2, -7.0]
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LOA high [95%CI]

6.9[2.6,11.3]
14.1[9.7, 18.5]
17.9 [12.4, 23.4]
14.8[10.2, 19.5]
15.1[10.6, 19.6]
16.6 [12.4, 20.8]
22.4[17.7,27.1]
13.8[10.9, 16.6]
18.3[13.8,22.9]
15.7 [12.2,19.3]
14.1[10.7, 17.6]
14.0[10.8,17.2]

18.9 [15.4, 22.4]
18.8[15.4, 22.2]
20.4[16.3,24.4]

18.8 [13.5, 24.0]
16.2 [12.4,20.0]
14.7[11.2, 18.2]
15.8 [12.1, 19.4]
13.5[10.3, 16.7]
8.4[3.9,12.9]

11.4[7.0, 15.9]
15.8 [11.1, 20.6]
10.2 [5.8, 14.6]
11.1[7.4, 14.8]
10.1 [6.4, 13.8]
10.3[6.7, 13.9]









A total of 121 eligible participants completed the study, 32 in the Normal group,
31 in the Glaucoma group, and 58 in the Retina group. The 58 “Retina” group
participants were the same subjects enrolled in the R&R study.

Of the 121 eligible subjects, 75 (62%) participants were female and 46 (38%)
participants were male; the age distribution was 61.7+17.5 (mean+SD), ranging
from 21 to 95; and, 100 (82.6%) participants were Caucasian.

Of the 32 subjects in the Normal group with age ranging from 21 to 70, 4 subjects
had refractive surgery, and 2 subjects had cataract surgery and IOL implant.

The 31 subjects in the Glaucoma group consisted of 9 subjects in the early
stage, 11 subjects in the moderate stage, and 11 subjects in the advanced stage
of glaucoma with visual field MD ranging from -27.75 dB to 0.04 dB and PSD
ranging from 1.29 dB to 13.99 dB.

The 58 subjects in the Retina group consisted of 12 Wet AMD, 18 Dry AMD, 14
DR and 14 with other type of retinal pathology (1 birdshot chorioretinopathy, 1
inactive CNV, 1 hypertensive retinopathy, 1 choroidal nevus, 2 ERM with CME, 1
ERM with pseudo macular hole, 1 Mac Tel Type 2, 1 ocular histoplasmosis, 1
panuveitis, 1 retinitis pigmentosa, 1 BRVO, 1 CRVO and 1 CNV secondary to
histoplasmosis).

Of the 121 qualified subjects for the agreement study, there were 9 subjects
(7.4%) excluded from agreement analysis due to missing photos on either Solix
or iCam device that resulted in unpaired data. The final fundus image quality
grading data set consisting of 112 subjects, including 31 Normal subjects, 26
Glaucoma subjects, and 55 Retina subjects.

Only 1 photo per subject per device were selected for image quality grading.
Image quality grading was performed by 3 graders independently and masked to
each other’s results during the grading process. The percentage of subjects for
which the 15! photo of 2 repeats was selected as best quality for grading was
52.7% for Solix and 34.8% for iCam.

The overall sample proportion of clinically useful images (grade >3 based on a 5-
point quality scale) was 97.3% for both Solix and iCam and similar for all 3 study

group.
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Photo Grading Photo Pairs Total Normal Glaucoma Retina
Results by 3 Available 112 31 26 55
Passing rate Solix 109 97.3% 30 96.8% 25 96.2% 54 98.2%
iCAM 109 97.3% 31 100.0% 26 100.0% 52 94.5%
Failing rate Solix 3 2.7% 1 3.2% 1 3.8% 1 1.8%
iICAM 3 2.7% 0 0.0% 0 0.0% 3 5.5%

Table 15.2.5. Percentages of photos graded as clinically useful (passing rate) versus not
clinically useful (failing rate).

15.3 Evaluation of the Repeatability and Reproducibility
(“R&R”) of Solix in Normal Subjects and Corneal for
Anterior Segment Measurements

This was a prospective, cross-sectional study conducted at a single U.S. clinical
site equipped with 3 Solix devices. Eligible participants age 18 or older were
enrolled and assigned to one of two study groups: 1) individuals with no corneal
pathology or conditions qualifying for the Cornea sub-groups; 2) those with four
specified corneal conditions (contact lens wearers, post-refractive surgery, dry
eye, keratoconus). Each study eye was imaged at least 3 times using the Cornea
Map scan pattern with each of 3 Solix device/operator pairs. Post-acquisition
image review of scan quality score, signal strength, pupil alignment, eyelid
artifact, scan range, and motion artifact were conducted for all scans.
Repeatability and reproducibility of the study parameters (25 zonal thickness
parameters for 3 map types: corneal, epithelial, and stromal thickness), and
“summary statistics” parameters were calculated using a crossed, random-effects
ANOVA model.

A total of 63 participants were consented and enrolled (30 Normal, 7 Contact
Lens, 7 Dry Eye, 8 post-LRS, 11 KCN). A total of 2 subjects were excluded in
KCN subgroup. Therefore, a total of 61 subjects qualified and completed the
study, and analysis was based 2 groups (30 Normal subjects and 31 Cornea
subjects consisting of, 7 Contact Lens, 7 Dry Eye, 8 Post-LRS, 9 KCN.

Of the 61 eligible subjects, 32 (52%) participants were female and 29 (48%)
participants were male; the age distribution was 43+£16.1 (meantSD), ranging
from 22 to 74; 42 (69%) participants were Caucasian and 19 (31%) were
American Indian.

Of the 7 Contact Lens subjects, the average duration of contact lens wear was
12 years, ranging from 2 to 25 years, and the average length of daily wear was
12 hours, ranging from 8 to 15 hours.

The 7 subjects with dry eye consisted of 2 mild, 3 moderate, and 2 severe cases.
The distribution of OSDI score was 41.2+20.0 (mean+SD), ranging from 12.5 to
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Table 15.3.1.1. Repeatability and Reproducibility of the normal group.

Parameter
(09 mm)

CQ)
T(2-5)
ST(2-5)
S(2-5)
SN(2-5)
N(@2-5)
IN(2-5)
1(2-5)
IT(2-5)
T(5-7)
ST(5-7)
S(5-7)
SN(5-7)
N(5-7)
IN(5-7)
1(5-7)
IT(5-7)
T(7-9)
ST(7-9)
S(7-9)
SN(7-9)
N(7-9)
IN(7-9)
1(7-9)
IT(7-9)

*Reproducibility Limit = 2.8 x SD of Reproducibility

Unit

EEEEEEEEEEEEEEEEEEEEEEEEE

Mean

54.3
53.6
53.4
53.9
55.0
56.0
55.9
55.0
54.6
52.5
51.5
51.2
53.2
54.7
54.6
53.7
53.4
523
49.5
49.5
52.1
55.6
54.2
52.9
54.0

Cornea (N=279scans)

Epithelia (Epi)

Re]ioﬁe;tab Reproducibility
SD SD cvV Limit*
0.8 1.0 1.8% 2.8
1.1 1.4 | 2.5% 3.8
1.3 1.6 | 3.0% 4.5
1.1 1.3 | 2.4% 3.6
0.9 1.1 | 21% 3.2
0.9 1.1 1.9% 3.0
1.0 1.3 | 2.3% 3.6
1.2 1.5 | 2.8% 4.3
1.2 1.5 | 2.7% 4.2
1.0 1.6  3.1% 4.6
1.2 1.5 | 2.8% 4.1
1.4 1.8 | 3.5% 5.0
1.0 1.4 | 2.6% 39
0.9 1.2 | 2.1% 32
1.0 1.2 | 2.1% 32
1.1 1.2 23% 3.4
1.0 1.2 | 2.2% 33
1.2 1.4 | 2.7% 4.0
1.3 1.7 | 3.3% 4.6
1.6 22 | 4.4% 6.2
1.3 1.6 | 3.0% 4.4
1.0 1.2 | 2.1% 33
0.9 1.0 | 1.9% 2.9
0.8 1.0 | 2.0% 2.9
0.9 1.1 21% 3.2

Mean

508.5
524.5
543.1
556.5
553.8
542.2
531.1
518.9
513.8
563.0
592.3
614.2
608.6
588.2
575.2
563.1
554.7
607.9
644.7
669.9
658.3
635.2
624.5
612.4
600.3

Cornea (Pachy)

Repeata
bility

SD
2.3
4.5
5.0
5.5
5.4
4.7
4.5
4.5
3.6
&
6.5
6.9
6.4
6.0
6.0
6.0
5.5
7.3
8.9
9.4
6.5
6.7
7.4
8.2
7.4

SD
3.1
6.5
7.1
7.3
6.4
5.6
6.2
6.6
4.2
7.4
8.9
9.2
8.2
7.4
8.0
8.1
6.3
9.3
12.2
13.2
8.9
8.2
9.9
10.6
9.2

Reproducibility

()%
0.6%
1.2%
1.3%
1.3%
1.2%
1.0%
1.2%
1.3%
0.8%
1.3%
1.5%
1.5%
1.3%
1.3%
1.4%
1.4%
1.1%
1.5%
1.9%
2.0%
1.4%
1.3%
1.6%
1.7%
1.5%

Limit*
8.6
18.2
19.9
20.4
18.0
15.7
17.4
18.6
11.8
20.8
24.9
25.8
23.0
20.7
224
22.6
17.5
25.9
34.2
37.0
25.0
23.0
27.7
29.6
25.7

Mean

454.1
470.9
489.7
502.6
498.7
486.2
475.1
463.8
459.2
510.5
540.8
563.0
555.4
533.4
520.5
509.3
501.3
555.6
595.2
620.4
606.2
579.6
570.3
559.5
546.3

Table 15.3.1.2. Repeatability and Reproducibility of the group of corneal conditions.

Repeata
bility
SD
2.1
4.7
4.9
5.6
5.4
4.6
4.5
4.7
3.9
5.6
6.8
7.0
6.5
6.0
6.1
6.3
5.6
7.3
8.9
9.6
6.8
6.5
7.4
8.4
7.1

15.4 Evaluation of the Agreement of Solix to Avanti in
Normal Subjects and Corneal Patients for Anterior
Segment Measurements

All R&R subjects (Section 15.3) were also imaged 3 times each on the Avanti

device..

The first qualified scan per subject per device modality was included in the
agreement analysis.

Stroma
Reproducibility
SD CV | Limit*
3.0 | 0.7% 8.5
6.7 | 1.4% 18.9
69 | 1.4% 19.3
75  1.5% @ 209
6.6 | 1.3% 18.4
55 | 1.1% 15.5
59  1.2% 16.6
7.0 1.5% 19.7
43 | 0.9% 12.1
7.0 | 1.4% 19.7
92 | 1.7% | 259
9.5  1.7% = 266
84  1.5% 236
74 1.4% @ 20.7
81 | 1.6% @ 22.6
8.1 | 1.6% @ 22.6
6.2  1.2% 17.3
93  1.7% 259
123 21% @ 344
133 | 2.1% = 37.1
92 | 1.5% | 259
78  1.3%  21.8
9.6 1.7% @ 269
10.8 ' 1.9% = 30.3
9.0 | 1.6% @ 25.1

Of the 556 Solix scans acquired, 549 (98.7%) scans qualified and of 555 Avanti
scans acquired, 547 (98.6%) scans qualified.
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Corneal (Pachy)

C(2) Pachy
T(2-5)_Pachy
ST(2-5) Pachy
S(2-5) Pachy
SN(2-5) Pachy
N(2-5) Pachy
IN(2-5) Pachy
1(2-5)_Pachy
IT(2-5) Pachy
T(5-7) Pachy
ST(5-7) Pachy
S(5-7) Pachy
SN(5-7) Pachy
N(5-7) Pachy
IN(5-7)_Pachy
1(5-7)_Pachy
IT(5-7)_Pachy
T(7-9)_Pachy
ST(7-9)_Pachy
S(7-9) Pachy
SN(7-9) Pachy
N(7-9) Pachy
IN(7-9) Pachy
1(7-9) Pachy

Table 15.4.1.2. Agreement between Solix Cornea Map scan and Avanti PachymetryWide scan

EEEEEEEEEEEEEEEEEEEEEEES

Mean (SD)

2.30 (3.09)
3.82 (4.56)
5.72(7.27)
7.46 (9.33)
7.35 (8.60)
5.71 (5.64)
3.31(5.29)
1.28 (6.11)
1.69 (4.72)
-1.36 (6.92)
2.4 (10.61)
5.75 (13.71)
3.45 (13.17)
0.75 (8.28)
-3.12 (7.86)
-5.96 (9.46)
-5.67 (7.73)
-10.88 (10.94)
-4.19 (14.67)
0.22 (17.66)
4.32 (15.03)
-4.24 (11.89)
-10.12 (11.90)
-17.55 (12.73)

for corneal thickness.

SOLIX ™ User Manual

Normal (n=30 subjects)

Difference
LOA low [95%CI]

-3.8[-5.8,-1.8]
-5.1[-8.1,-2.2]
-8.5[-13.2,-3.8]
-10.8 [-16.8, -4.8]
9.5 [-15.1, -4.0]
-5.3[-9.0,-1.7]
-7.1[-10.5, -3.6]
-10.7 [-14.6, -6.8]
-7.6 [-10.6, -4.5]
-14.9 [-19.4, -10.5]
-18.4[-25.2, -11.5]
-21.1 [-30.0, -12.3]
-22.41-30.9, -13.9]
-15.5 [-20.8, -10.1]
-18.5 [-23.6, -13.5]
-24.5 [-30.6, -18.4]
-20.8 [-25.8, -15.8]
-32.3 [-39.4, -25.3]
-32.9 [-42.4, -23.5]
-34.4[-45.8, -23.0]
-25.1[-34.8, -15.4]
-27.6 [-35.2, -19.9]
-33.5[-41.1, -25.8]
-42.5 [-50.7, -34.3]

LOA high
[95%ClI]
8.4 [6.4, 10.4]
12.8[9.8, 15.7]
20.0[15.3, 24.7]
25.8[19.7, 31.8]
24.2[18.7,29.8]
16.8 [13.1, 20.4]
13.7[10.3,17.1]
13.3 9.3, 17.2]
10.9[7.9, 14.0]
12.2[7.7,16.7]
23.2[16.4,30.1]
32.6 [23.8,41.5]
29.3[20.8, 37.8]
17.0 [11.6, 22.3]
12.3[7.2,17.3]
12.6 [6.5, 18.7]
9.5[4.5, 14.5]
10.6 [3.5, 17.6]
24.6 [15.1, 34.0]
34.8 [23.4,46.2]
33.8[24.1,43.5]
19.1[11.4,26.7]
13.2[5.5, 20.9]
7.41-0.8, 15.6]
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Mean (SD)

2.14 (4.08)
2.08 (6.39)
4.48 (6.68)
5.67 (6.99)
6.40 (7.78)
6.16 (7.67)
4.13 (8.40)
2.50 (7.13)
1.80 (7.13)
-4.75 (8.72)
0.98 (9.01)
3.08 (9.36)
2.05 (9.25)
1.57 (8.21)
-2.34 (10.05)
-6.04 (10.50)
-7.00 (10.26)
-12.37 (14.00)
-4.31 (15.38)
1.64 (15.92)
0.54 (15.17)
-4.45 (12.58)
-9.64 (13.73)
-12.56 (14.26)

Cornea (n=31 subjects)

Difference
LOA low [95%CI]

-5.9[-8.5,-3.3]
-10.4 [-14.5, -6.4]
-8.6 [-12.8, -4.4]
-8.0 [-12.5, -3.6]
-8.8 [-13.8, -3.9]
-8.9 [-13.7, -4.0]
-12.3 [-17.7,-7.0]
-11.5 [-16.0, -7.0]
-12.2 [-16.7, -7.7)

21.8 [-27.4,-16.3]

-16.7 [-22.4,-11.0]
-15.3 [-21.2,-9.3]

-16.1 [-21.9, -10.2]
-14.5[-19.7,-9.3]

-22.0 [-28.4, -15.7]

-26.6 [-33.3,-20.0]

-27.1 [-33.6, -20.6]

-39.8 [-48.7, -30.9]

-34.5[-44.2,-24.7]

-29.6 [-39.7, -19.5]

-29.2 [-38.8, -19.6]

-29.1[-37.1,-21.1]

-36.5 [-45.2, -27.8]

-40.5 [-49.5, -31.5]

LOA high [95%CTI]

10.1[7.6, 12.7]
14.6 [10.5, 18.6]
17.6 [13.3,21.8]
19.4 [14.9, 23.8]
21.7[16.7, 26.6]
21.2[16.3,26.1]
20.6 [15.3, 25.9]
16.5 [12.0, 21.0]
15.8 [11.3,20.3]
12.3[6.8, 17.9]
18.6 [12.9, 24.4]
21.4[15.5,27.4]
20.2[14.3,26.1]
17.7[12.5,22.9]
17.4[11.0, 23.7]
14.5[7.9, 21.2]
13.1[6.6, 19.6]
15.1[6.2, 23.9]
25.8[16.1, 35.6]
32.8[22.8,42.9]
30.3 [20.7, 39.9]
20.2[12.2,28.2]
17.3 [8.6, 26.0]
15.4 [6.4, 24.4]
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15.5 Solix Reference Database

Optovue conducted a multi-center, prospective, cross-sectional study to collect a
reference database of normal eyes for Solix posterior segment OCT and OCTA
scans so that structural measurements derived from these scans of a future test
subject can be compared to the database to aid in the clinical interpretation of the
test results. The study was conducted at five U.S. sites located in the states of
California (CA), Florida (FL), New Jersey (NJ), Ohio (OH), and Oklahoma (OK).
Data collected from the study were analyzed to establish reference limits (i.e. the
1st percentile, the 5th percentile, the 95th percentile, and the 99th percentile) for
the structural measurements of the eye, including the ganglion cell complex
(GCC) thickness, full retinal (R) thickness, the retinal nerve fiber layer (RNFL)
thickness, and optic nerve head (ONH) parameters (rim, cup, and cup-to-disc
ratios).

The key eligibility criteria included participants age=18 presenting at the site with
no history of ocular pathology and no signs of ocular pathology based on clinical
examination, fundus photography, and visual field testing. Retinal pathologies
except hard drusen, glaucomatous optic nerve damage or significant visual field
PSD or GHT outside normal limits, BCVA worth than 20/40, IOP>21mmHg, and
unreliable visual field test were all exclusion criteria.

Five posterior OCT and OCTA scan patterns were included in the study. For each
scan pattern, 2 repeat scans were acquired per eye for both eyes of a subject. The
structural measurements for the 5 Solix scan patterns included in the study are
listed in the table below.

Scan Pattern

Scan Region | Measurement Type AngioVue Retina |Retina Cube Wellness AngioVue Disc [Disc Cube

(6.4mm x 6.4mm) |(6.4mmx 6.4mm) |(12mm x 9mm) |(6mm X 6mm)  |(6mm X 6mm)

GCC Thickness v v y
Macula

Full Retinal Thickness v v v
Peripapillary |RNFL Thickness P y
& Optic Dise | pice Rim, Cup y -

Table 15.5.1. Scan Patterns included in the RDB study.

Total 482 subjects were consented and enrolled in the study with 55 subjects
disqualified for either failing the enrollment criteria or did not complete the study
scans. Total 427 subjects were qualified for the Solix RDB. Only one eye per
qualified subject was included in the RDB dataset. If both eyes qualified, then
one eye was randomly selected as the study eye for RDB inclusion. Total 427
eyes of 427 qualified subjects were included in the RDB.
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The number of qualified subjects in each age bin met the enrollment targets and

maintained the distribution proportions set in the study protocol. The gender
distribution is within the range set in the RDB study protocol. Majority of the
subjects were Caucasian and Non-Hispanic.

Age Subject # %
18-29 86 20.1%
30-39 68 15.9%
40-49 68 15.9%
50-59 68 15.9%
60-69 81 19.0%

70+ 56 13.1%
Total 427
Gender Subject # %
F 242 56.7%
M 185 43.3%
Total 427
Eye Subject # %
OD 209 48.9%
(N 218 51.1%
Total 427
Table 15.5.2  Age, Gender, Eye

Race Subject # %

African American AA 56 13.1%
Asian A 49 11.5%
Caucasian C 272 63.7%
Pacific Islander PI 0 0.0%
American Indian Al 31 7.3%
Multiracial MR 5 1.2%
Other (0] 5 1.2%
Not Disclosed ND 2.1%
Total 427

Ethnicity Subject # %
Hispanic H 65 15.2%
Non-Hispanic N 359 84.1%
Not Disclosed ND 3 0.7%
Total 427

Table 15.5.3 Race and Ethnicity.

Of the 427 subjects qualified Solix RDB, the distribution of Age, IOP, CCT, AL,
BCVA, Refraction (Spherical Equivalent and Cylinder), and VF (MD and PSD)
values are summarized in the Table 15.5.4.

Age (n;ggg) CCT (um) AXi‘(iinﬁ;‘gth BCVA Esxi?(iga;llc;lt Cy(lli;’)der VF MD (dB) Vf ;;;D
mean 483 14.1 538.1 23.97 -0.87 037 -031 1.4
std. dev. 17.1 2.7 40.2 1.20 1.91 0.78 139 0.74
minimum 18 8.0 345.0 20.11 20/40 775 2.00 -5.03 0.89
st quartile 33 12.0 515.0 23.13 20120 -1.88 0.75 -1.01 1.26
median 49 14.0 539.0 23.83 20120 -0.28 025 0.00 1.40
3rd quartile 62 16.0 563.0 24.66 20120 0.25 0.00 0.50 1.63
maximum 89 21.0 637.0 28.30 2013 3.00 2.00 3.15 1.98

Table 15.5.4

Characteristics of the qualified RDB subjects.

Scans from all qualified subjects underwent post-acquisition image quality

review. OCT and OCTA scans with a SQ score of less than 6, local weak signal

affecting regional structure and/or vasculature visibility, motion artifacts, blink,
and cropped B-scan images etc. were excluded from analysis.

For all scan patterns, the study eyes were selected for the RDB based on

randomization or as the only qualified eye of the two eyes of an enrolled subject,
and the 15t scan of the study eye was qualified for the final RDB analysis dataset
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Min, Max

[86.5, 138.5]

[84.1,138.3]

[81.7,136.8]

S-Hemi(1-3)_GCC

Mean(SD) 110.1 (8.2) 110.2 (8.2) 109.5 (8.0)
Median 109.7 109.9 108.8
Min, Max [82.4, 134.5] [82.7, 134.3] [82.6, 130.8]

I-Hemi(1-3)_GCC

Mean(SD) 111.5 (8.1) 111.5 (8.2) 110.0 (7.9)

Median 111.4 111.2 109.8

Min, Max [83.7, 133.1] [81.8, 133.4] [81.0, 132.1]
All(1-3)_GCC

Mean(SD) 110.8 (8.0) 110.9 (8.1) 109.7 (7.8)

Median 110.5 110.5 109.1

Min, Max [83.0, 132.9] [82.3,133.3] [81.8, 130.4]
T(3-6)_GCC

Mean(SD) 85.6 (6.6) 86.1 (6.6) 81.6 (6.4)

Median 85.5 85.8 81.2

Min, Max [63.4, 105.4] [63.8, 106.1] [59.3, 100.9]
5(3-6)_GCC

Mean(SD) 100.8 (8.3) 99.6 (8.3) 91.9 (8.6)

Median 100.3 99.3 91.5

Min, Max [73.7, 125.3] [71.8, 123.2] [64.7,120.2]
N(3-6)_GCC

Mean(SD) 117.3 (9.7) 116.6 (9.8) 113.1 (10.2)

Median 117.5 116.8 113.3

Min, Max [83.2, 147.4] [83.6, 148.3] [78.8, 146.7]
1(3-6)_GCC

Mean(SD) 100.3 (8.4) 99.1 (8.4) 95.0 (9.4)

Median 100.0 98.6 95.0

Min, Max [70.7, 126.9] [69.4, 125.6] [65.2, 123.2]

S-Hemi(3-6)_GCC

Mean(SD)

100.5 (7.7)

99.9 (7.8)

93.6 (7.8)
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Median

100.1

99.5

93.2

Min, Max

[74.0, 123.0]

[73.1,121.5]

[67.2,119.5]

I-Hemi(3-6)_GCC

Mean(SD) 101.5 (8.0) 100.8 (8.0) 96.6 (8.5)

Median 101.5 100.8 96.5

Min, Max [72.6, 126.5] [72.1, 126.1] [67.4,122.9]
All(3-6)_GCC

Mean(SD) 101.0 (7.6) 100.4 (7.6) 95.1 (7.8)

Median 100.7 100.2 94.9

Min, Max [75.8,122.4] [75.1,122.1] [69.4,116.2]

S-Hemi(0-6)_GCC

Mean(SD) 101.4 (7.3) 101.0 (7.4) 96.2 (7.4)
Median 100.9 100.3 95.9
Min, Max [75.9, 124.3] [75.2, 123.1] [70.5, 121.1]

I-Hemi(0-6)_GCC

Mean(SD) 102.5 (7.5) 102.0 (7.5) 98.6 (7.9)

Median 102.5 102.1 98.8

Min, Max [75.7,124.2] [74.8, 123.9] [70.1,122.3]
All(0-6)_GCC

Mean(SD) 101.9 (7.2) 101.5 (7.2) 97.4 (7.4)

Median 101.5 101.0 96.9

Min, Max [77.5,122.3] [76.6,122.1] [71.3,118.0]
C(1)_R

Mean(SD) 259.2 (21.7) 259.1 (21.9) 257.8 (21.9)

Median 258.9 258.9 257.8

Min, Max [201.0, 325.5] [202.6, 325.6] [194.5, 327.5]
T(1-3)_R

Mean(SD) 315.3 (14.4) 316.0 (14.3) 314.3 (14.5)
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Median

315.2

316.1

3135

Min, Max [278.5,372.1] [281.8, 370.8] [276.3,371.8]
S(1-3)_R

Mean(SD) 328.6 (14.6) 329.1 (14.4) 326.7 (14.9)

Median 327.9 328.3 326.3

Min, Max [287.7,377.5] [287.4,378.2] [281.7,377.3]
N(1-3)_R

Mean(SD) 329.5 (14.8) 329.9 (14.9) 326.9 (15.0)

Median 329.5 329.9 327.2

Min, Max [289.6, 376.1] [290.3, 374.8] [283.7,375.9]
I(1-3)_R

Mean(SD) 324.2 (14.1) 324.6 (14.1) 323.7 (14.4)

Median 324.1 3244 324.1

Min, Max [286.5, 368.9] [289.5, 368.1] [281.3, 369.1]
S-Hemi(1-3)_R

Mean(SD) 325.4 (14.4) 325.9 (14.3) 323.4 (14.6)

Median 325.2 326.0 3231

Min, Max [285.2, 375.6] [286.7, 375.6] [280.3, 375.0]
I-Hemi(1-3)_R

Mean(SD) 323.4 (14.0) 323.8 (14.1) 322.4 (14.2)

Median 323.2 323.6 3221

Min, Max [285.9, 370.3] [289.0, 370.2] [281.3,370.1]
All(1-3)_R

Mean(SD) 324.4 (14.1) 324.9 (14.0) 3229 (14.3)

Median 324.4 324.8 322.9

Min, Max [285.6,372.9] [287.9, 372.9] [280.8, 372.6]
T(3-6)_R

Mean(SD) 266.9 (13.1) 268.4 (13.3) 279.0 (14.1)

Median 267.0 268.4 279.3

Min, Max [227.1, 310.2] [229.4, 310.6] [240.9, 325.1]
S(3-6)_R
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Mean(SD) 284.4 (13.5) 285.2 (13.4) 292.5 (14.3)

Median 283.7 284.9 291.8

Min, Max [244.5, 322.8] [245.7, 320.5] [249.7, 336.3]
N(3-6)_R

Mean(SD) 299.8 (14.9) 300.7 (14.9) 302.1 (15.6)

Median 299.8 300.7 302.9

Min, Max [257.5, 336.8] [259.2, 338.7] [257.5, 341.7]
1(3-6)_R

Mean(SD) 270.9 (13.1) 271.4 (13.3) 281.0 (14.5)

Median 270.9 271.6 281.7

Min, Max [234.4, 311.0] [232.9, 312.9] [239.5, 325.9]
S-Hemi(3-6)_R

Mean(SD) 284.3 (13.3) 285.3 (13.3) 291.7 (14.1)

Median 284.1 285.1 291.2

Min, Max [243.8, 321.8] [245.1, 321.6] [250.3, 331.5]
I-Hemi(3-6)_R

Mean(SD) 276.7 (13.1) 277.5 (13.2) 285.6 (14.2)

Median 276.7 277.9 286.2

Min, Max [238.0, 314.8] [238.5, 316.7] [243.5, 328.7]
All(3-6)_R

Mean(SD) 280.5 (13.0) 281.4 (13.0) 288.6 (13.9)

Median 280.6 281.2 288.7

Min, Max [240.9, 318.2] [241.8, 317.7] [246.9, 329.1]
S-Hemi(0-6)_R

Mean(SD) 292.8 (12.9) 293.6 (12.9) 297.8 (13.6)

Median 292.5 293.1 297.2

Min, Max [251.8, 332.7] [253.2, 333.1] [255.4, 339.1]
I-Hemi(0-6)_R

Mean(SD) 286.6 (12.6) 287.3 (12.7) 293.0 (13.5)

Median 286.5 286.9 293.1

Min, Max [247.6, 322.3] [248.7, 322.5] [250.6, 331.7]

SOLIX ™ User Manual

Page 336 of 346

P/N 580-53958-002 A



All(0-6) R

Mean(SD) 289.7 (12.6) 290.5 (12.6) 295.4 (13.4)
Median 289.1 290.4 295.1
Min, Max [249.7, 327.5] [251.0, 327.7] [253.0, 335.4]
All(0-6)_R_Vol
Mean(SD) 8.2 (0.4) 8.2 (0.4) NA
Median 8.2 8.2 NA
Min, Max (7.1, 9.3] (7.1, 9.3]
WI_GCC
Mean(SD) 103.1 (7.4) 102.5 (7.5) 92.3 (6.8)
Median 102.8 102.2 92.0
Min, Max [78.4, 124.7] [77.4,123.9] [68.7, 109.7]

WI-S-Hemi_GCC

Mean(SD) 102.0 (7.6) 101.5 (7.7) 91.4 (7.0)

Median 101.1 100.8 91.0

Min, Max [76.6, 128.3] [75.6, 126.9] [67.5, 112.6]
WI-I-Hemi_GCC

Mean(SD) 104.1 (7.8) 103.6 (7.9) 93.3 (7.2)

Median 104.3 103.7 93.3

Min, Max [75.6, 126.5] [75.4,125.9] [68.2, 116.3]
FLV

Mean(SD) 0.5 (0.7) 0.5 (0.8) 0.6 (0.8)

Median 0.2 0.2 0.3

Min, Max [0.0, 6.6] [0.0, 6.9] [0.0,7.1]
GLV

Mean(SD) 3.7 (3.9) 3.7 (3.9) 4.2 (3.9)

Median 2.7 2.7 3.1

Min, Max [0.0, 23.9] [0.0, 24.1] [0.0, 24.7]
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Min, Max [61.40, 193.80] [61.30, 189.80]
IT_RNFL

Mean(SD) 134.63 (19.99) 131.79 (19.67)

Median 134.70 132.60

Min, Max [63.70, 194.00] [64.60, 201.60]
TI_RNFL

Mean(SD) 58.98 (11.98) 59.26 (11.82)

Median 57.70 57.90

Min, Max [35.90, 140.50] [35.70, 134.40]
T_RNFL

Mean(SD) 62.01 (9.98) 62.21 (9.72)

Median 61.70 61.70

Min, Max [39.20, 125.50] [39.10, 114.80]
S_RNFL

Mean(SD) 114.86 (13.88) 113.59 (13.94)

Median 115.70 113.95

Min, Max [79.50, 155.60] [77.90, 156.40]
N_RNFL

Mean(SD) 81.40 (13.33) 81.71 (13.15)

Median 81.80 81.85

Min, Max [38.90, 130.20] [45.00, 130.90]
I_RNFL

Mean(SD) 124.18 (16.03) 122.61 (16.10)

Median 123.60 121.65

Min, Max 4.60, 176. .30, 173.

i [84.60, 176.20] [82.30, 173.80]

S-Hemi_RNFL

Mean(SD) 94.97 (9.86) 94.58 (9.87)

Median 95.30 95.25

in, Max .20, 118. .30, 117.

Min, M [66.20, 118.30] [67.30,117.70]
I-Hemi_RNFL

Mean(SD) 93.94 (10.67) 93.26 (10.77)
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Median 94.10 93.40

Min, Max [63.40, 122.80] [62.70, 122.00]
PP_RNFL

Mean(SD) 94.48 (9.73) 93.95 (9.78)

Median 94.60 94.10

Min, Max [64.90, 118.40] [65.20, 117.90]
DiscArea(mm?2)

Mean(SD) 1.85 (0.35) 1.84 (0.35)

Median 1.82 1.81

Min, Max [1.06, 3.41] [1.05, 3.40]
CupArea(mm?2)

Mean(SD) 0.51 (0.35) 0.49 (0.35)

Median 0.46 0.43

Min, Max [0.00, 2.24] [0.00, 2.38]
RimArea(mm2)

Mean(SD) 1.34 (0.30) 1.35 (0.31)

Median 1.32 1.32

Min, Max [0.57,2.33] [0.46, 2.49]
CupVolume(mm3)

Mean(SD) 0.11 (0.11) 0.10 (0.11)

Median 0.07 0.07

Min, Max [0.00, 0.88] [0.00, 0.81]
C/DAreaRatio

Mean(SD) 0.26 (0.15) 0.26 (0.16)

Median 0.26 0.25

Min, Max [0.00, 0.71] [0.00, 0.76]
C/DHRatio

Mean(SD) 0.52 (0.21) 0.51 (0.22)

Median 0.54 0.53

Min, Max [0.00, 0.97] [0.00, 0.97]
C/DVRatio
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16 Glossary

A Amperes (amps)

AMD Age-Related Macular Degeneration

AngioFlow The brand name given to OCT angiography en face images
AngioVue® OCT angiography software for the SOLIX™ System

Colour scale: A set of colors used to map data values to colors a representation
of a surface.

Elevation: The difference between the height and either a best-fit or user
specified sphere.

En face Face-on visualization of OCT data between defined boundaries
ETDRS Early Treatment Diabetic Retinopathy Study

Flat axis: The axis orthogonal to the steep axis.

FLV Focal loss volume

Fundus The bottom or base of the eye (the retina)

GCC Ganglion Cell Complex (RNFL, ganglion cell and inner plexiform layer)
GCL Ganglion cell layer

GLV Global loss volume

GUI Graphical User Interface, the means by which the user and a computer
system interact, in particular the visual interface of the system software

ILM Inner Limiting Membrane

IPL Inner-plexiform layer

MCT Motion Correction Technology
RDB Reference Database

OCT Optical Coherence Tomography, an optical signal acquisition and
processing method that captures micrometer-resolution, three-dimensional
images from within optical scattering media.
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OCTA OCT Angiography

OD Oculus dexter, right eye

ONH Optic nerve head

OS Oculus sinister left eye

RNFL Retinal nerve fiber layer

RPE Retinal pigmented epithelium

RNFL scan Retinal Nerve Fiber Layer scan
RT Real-time

Scanner Main component used to scan the patient’s eye, collect the OCT signal
and send it to the computer for processing

Sim-Ks: Simulated keratometer values, measured along the steep axis and the
flat axis

SLO Scanning laser ophthalmoscope

SOLIX™ (SOLIX™ System) The brand name of this OCT system
SSI Signal strength index

TSNIT Temporal-superior nasal-inferior-temporal

Ul User interface, the means by which the user and a computer system interact,
in particular the use of input devices and software

um Micrometers

V Volts

VAC Volts - Alternating Current
VF Visual fields

End of section
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Index

3D Disc Report, 126

3D Disc Scan showing eye motion
artifact, 130

Add Patient button, 46

Add Visit shortcut, 51

Advanced Search link, 46

Allow save eye blink data, 275

AngioVue Disc 3D Main Report,
165

AngioVue Disc Change Analysis,
172

AngioVue Retina 3D Main Report,
148

AngioVue Retina Change
Analysis, 158

AngioVue Review, 147

Angle Caliper tool, 105

Angle measurement tools—for
CAM option only, 104

Angle slider, 95

Archive Selection Dialog, 267

Auto All function, 63

Auto All=Auto Z, F, and P, 92

Auto F slider, 96

Auto P option, STEP 2, cornea
scans only, 63

Auto P slider, 96

Auto saving PNG, 276

Auto Z slide, 96

Automatic Usage, 278

Average # Tab, 276

Basic Search, 46

Batch Process, 268

Batch Process Options, 269

calibration verification, 288

CAM option measuring tools, 104

checkmark button, 68

Chorioretinal radio button, 96

Chorioretinal scan mode, 96
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Circuit Breaker and Fuse
specifications, 300

Clean Diagnosis Data, 270

Clean Diagnosis Data Options,
270

Clear Log File—Advanced GUI
only, 273

Comment field, 99

Comparison for 3D Disc, 131

Compliance specifications, 300

Computer Maintenance, 288

Contrast slider, 96

cornea scan alignment procedure,
59

Darken/Brighten tools, 104

Data Backup, 268

Database Management menu, 279

Date Format, 274

Delete Current Patient Warning, 50

Delete Visit shortcut, 51

Diagnosis OCT Image, 278

Distance measuring tool, 102

Editing tab, 105

EMR (Electronic Medical
Records), 47

EMR ID search option, 47

Enable Joystick to Save Scan, 275

Examine OCT Image, 278

Export as PNG tool, 104

eye selection, 55

File Menu, 260

Fixation LED Current (0-1000), 275

Focal Loss Volume, 185

Followup / Tracking, 275

fundus scan alignment, set
working distance, 58

Global Loss Volume, 185

Glossary, 342

green bar, signal strength, 64
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Grey Scale or Color Scale, 95

Greyl/Color tool, 103

Help Menu, 285

Home Menu, 284

Image Quality Signal Strength
Index, 278

joystick button to capture scans,
68

Left Angle/Right Angle tools, 105

Left/Right TISA 500 and 750
measuring tools, 105

Length slider, 95

Line Scan, 110

Line Scan, Number of frames used
in averaging, 110

Line tool, 103

Manual Tab, 95

Measure Area tool, 103

Modify Baseline, 277

Modify Boundary, 277

Motion Correction Technology,
306

Move a visit to another patient, 53

OCT Image Menu, 277

OCT Image Menu, 277

OD=oculus dexter=right eye, 55

ONH Change Analysis Report, 185

ONH image alignment, 63

Operating Environment
specifications, 300

Operator Editor, 283

OS=oculus sinister=left eye, 55

OU Report Button, 99

Pan tool, 106

Patient and Visit Shortcuts, 50

Patient Detail area, 46

Patient list, 46

Patient Window, 46

Physician Editor, 282

PNG directory, 276

Power On and Launch, 25

Primary Archive Drive, 274

Primary Backup Drive, 274
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Printer Installation, 306

Product Labels, 44

protective packing symbols, 43

Protocol Editor Dialog, 279

Radial Lines, 115

Raster Scan, 111

Recycling Label, 45

Reload Baseline, 277

Reset System, Advanced GUI
only, 276

Retina Line Scan Reports, 110

Review button, 46

RT Scan Pattern Tab, 276

Save Report as JPG tool, 103

Scaling and Zoom Options, 101

Scan button, 46

Scan list, 46

Scan Parameter Setting dialog,
278

Scan Pattern Management, 272

Scan Types and Protocols, 90

Secondary Archive Drive, 274

Secondary Backup Drive, 268, 275

Select tool, 105

Service Policy, 3

Show/Hide Boundaries tool, 104,
107

Signal Strength (SSl), 99

Steps to Acquire OCT Images, 55

Text Annotation tool, 103

Tool Page Editing Tools, 105

Tools Menu, 272

Tracking for select scans, 94

Undo/Redo tools, 107

User Preference Dialog, 274

Video Auto tool, 104

Video Brightness slider, 95

Video Reset tool, 104

View B-scans tool, 104

Visit list, 46

Vitreoretinal radio button, 96

Vitreoretinal scan mode, 96

Warranty Information, 2
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Width slider, 95 Zoom to Fit tool, 107
Zoom In/Out tool, 107
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