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Federal (U.S.A.) law restricts this device to sale, distribution and 

use by or on the order of a physician. Proper procedures and 

techniques are the responsibility of the medical professional. 

License and use of the SOLIXÊ System is intended only for trained 

medical personnel in accordance with the license agreement ï all other 

usage is prohibited ï warranty restrictions and possible claim limitations 

apply. 

Standard Warranty Information 

See the warranty section of Visionix.com for all product warranty and customer 

licensing agreements. 
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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  SOLIXÊ , AngioVue® , AngioAnalyticsÊ , 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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1 Introduction 

1.1 General 

Optovue, Inc. has developed and tested the SOLIXÊ System with DualTracÊ 

and AngioVue®  software in accordance with Optovue, Inc. applicable quality 

and safety standards, as well as national and international regulations and 

guidelines to ensure a high degree of instrument safety. Please observe all 

labeling related to safety, including information, precautions, warnings and notes 

in this manual and on the device labels. This device does not produce any waste 

that needs disposal. This product contains no material that presents a chemical 

hazard concern.  

This manual contains information for all the features of the SOLIXÊ System: 

SOLIXÊ FullRangeÊ  with AngioVue® OCT, FullRangeÊ, Corneal Map 

Topography and all OCTA scans. 

 Proper Instrument Use 

¶ Always enter patient information first. 

¶ Clean patient contact surfaces (forehead and chin rest, according to the cleaning 

method in this manual in Chapter 10). 

¶ The power cord is the only way to disconnect the system completely from 

the power source. For any emergency, turn the system power OFF, then 

immediately unplug the power cord from the wall or from the system. 

¶ Clean the ocular lens frequently to ensure good image quality as described in 

Section 10.1.2. 

¶ Adjust power table height properly to ensure patient comfort and safety during 

the examination. 

¶ Raise or lower the patientôs head so the eye aligns with the canthus mark on the 

chin and forehead rest assembly as described in Section 3.1. 

¶ Dim the room lights to allow natural dilation of the patientôs pupil, and to reduce 

glare and provide comfortable visualization of the fixation target. 

Note: Chemically induced pupil dilation is not normally needed. 
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¶ Warn others not to sit, lean, support or stand on any part of the 

table, including the base and the top. 

 

¶ When lowering the table, make sure that pinch point areas are clear 

of people and articles; do not store articles around these areas. 

 Indications for Use 

SOLIXÊ is an optical coherence tomography system intended for the in vivo 

imaging, cross-sectional, and the three-dimensional imaging and measurement 

of anterior and posterior ocular structures, including retina, retinal nerve fiber 

layer, ganglion cell complex (GCC), optic disc, cornea, corneal epithelium, 

corneal stroma, pachymetry, and anterior chamber of the eye.  With the 

integrated reference database, SOLIXÊ is also a quantitative tool for the 

comparison of the retina, retinal nerve fiber layer, and optic disc measurements 

in the human eye to a database of known normal subjects. It is indicated for use 

as a diagnostic device to aid in the detection and management of ocular 

diseases.  

The SOLIXÊ with the AngioVue® software feature is indicated as an aid in the 

visualization of vascular structures of the retina and choroid in normal subjects, 

and in subjects with glaucoma and retinal diseases. The AngioAnalyticsÊ 

software feature of AngioVue® is indicated for the measurement of vascular 

density, the foveal avascular zone, the thickness of retinal layers, and nerve fiber 

layer, and measurement of optic disc parameters in normal subjects, and in 

subjects with glaucoma and retinal diseases.  

The non-mydriatic color fundus camera of SOLIXÊ, is an integrated non-contact, 

high resolution digital imaging component which is suitable for photographing, 

displaying and storing images of the retina and external areas of the eye to be 

evaluated under non-mydriatic conditions. The SOLIXÊ fundus camera 

component is indicated for in-vivo viewing of the posterior and external area of 

the eye and the images are intended for use as an aid to clinicians in the 

evaluation, diagnosis and documentation of ocular health.    
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1.1.2.1 Contraindications 

 

This device is not designed, sold or intended for use except as 

indicated in this manual. 

 

Note: The SOLIXÊ 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. Patient diagnosis is the sole domain of a 

licensed eye care medical practitioner and clinician. 

Note: The SOLIXÊ System is not intended as a substitute for fluorescein 

angiography. 

 Equipment Classification 

¶ Type of protection against electric shock: Class 1 

¶ Degree of protection against harmful ingress of water: IPX0 

¶ Class of operation: Continuous 
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 Certification 

To ensure full system quality, the SOLIXÊ System has been manufactured in a 

registered ISO 9001 or 13485 facility. It has been designed and tested to be 

compliant when used with the laboratory equipment requirements of applicable 

regulatory agencies. Declarations of conformity and certificates of compliance 

are available by using the contact options at www.visionix.com. 

1.1.1 Electronic User Manual Access  

The SOLIXÊ User Manual is provided with the instrument as a USB, on the 

desktop and Online through Visionix Academy: www.academy.visionix.com    

On the computer desktop: To access the computer desktop without exiting the 

system software:  

A. Press Ctrl+Esc on the keyboard. Select Windows Systems. 

B. Scroll up to File Explorer, double click Desktop. 

C. Double-click on the folder User Manuals. 

D. Double-click on the SOLIXÊ User Manual. 

Note: Once opened, you can switch between the user manual and the SOLIXÊ 

application by pressing Alt+Tab. 

 

1.2 System Overview 

 System Components 

The system ships in two palletized boxes, which contains the following hardware. 

¶ Scanner and control unit: These are the main components of the System. 

Along with the joystick, base and head rest they are used to view and scan the 

patientôs eye, collect the OCT signal, and photos, and send it to the computer for 

processing. 

¶ Head rest, joystick assembly and base plate: the patient is placed in the head 

rest and the joystick assembly is moved over the base plate to position the 

scanner. 

¶ Computer: The system computer supports scanner operation, and processes, 

stores and displays exam data through the application software. The searchable 

SOLIXÊ database stores and organizes patient and exam data. 

http://www.visionix.com/
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¶ Monitor: A 24 in. LCD widescreen flat panel monitor provides the graphical user 

interface (GUI). 

Note:  The monitor resolution is set at the factory to 1920 X 1080. We 

recommend you confirm this setting before first use. 

¶ Keyboard and Mouse: Standard USB- wireless input devices 

¶ System Table: The system table holds all system components. It rests on 

lockable wheels, making the system portable, and its height is adjustable through 

a medical grade telescopic lift. 

Note:  Optovue recommends connecting the system via an uninterruptible power 

supply (UPS) to the wall outlet.   

The system hardware appears below from the patientôs perspective. The 

following legend identifies the callouts. 
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Figure 1 System Hardware  
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Figure 1 Legend: 

1. 1 Scanner 

2. 2 Monitor 

3. 3 Power switch 

4. 4 Table up/down switch 

5. 5 Computer 

6. 6 Wheels and locks (x4) 

7. 7 Warning, SOLIXÊ, and serial number 

labels 

8. 8 Keyboard and mouse (enclosed in retractable 

shelf) 

9. 9 System table 

10. 10 Chin rest 

11. 11 Joystick 

12. 12 Forehead rest 

13. 13 External fixation light 

14. 14) Control Box 

15. 15) Chin rest button 

16.  

 System Configurations (complete with table) 

¶ SOLIXÊ Expert, FullRangeÊ AngioVue®: 

Solix Topography Module (additional license)  

 Power On and Launch the System 

Follow these steps to power on and launch the system: 

1. Turn on the system table using its power switch. 

2. Turn on control box (green switch) 

3. Turn on the system computer using its power switch. 

4. After the computer operating system has fully launched (can take up to a 

minute), double-click the SOLIXÊ desktop icon to launch the system software. 

6 



 

SOLIX Ê User Manual Page 26 of 346 P/N 580-53958-002 A   

1.3 System Warnings 

 

WARNING: During normal use, software periodically polls the 

system status through the USB. Whenever software detects 

abnormality in status, it halts operation and flags error messages to 

warn users. Upon seeing the error messages, please exit the 

SOLIXÊ application and reboot the system. 

WARNING: No modification of this equipment is allowed. 

WARNING: Do not modify this equipment without authorization of 

the manufacturer.  

WARNING: If this equipment is modified, appropriate inspection and 

testing must be conducted to ensure continued safe use of the 

equipment. 

WARNING: Optovue recommends that no accessories other than 

those specifically called out in this user manual may be connected 

to the system. Any customer accessory equipment connected to the 

interface ports must be certified according to the respective IEC 

standards (for example, IEC 60950 for data processing equipment 

and IEC 60601-1 for medical equipment) Also, all configurations 

shall comply with the system standard IEC 60601-1:2005. Any 

person who connects or installs accessories to the system has the 

responsibility to verify the compliance. If in doubt, consult an 

Optovue representative. 

 

1.4 General Warnings 

 

ESD WARNING: Before assembly, installation or interconnection of the 

system, Optovue recommends that any staff (that is, biomedical engineers and 

health care staff) that could touch connectors identified with the ESD warning 

symbol undergo electrostatic discharge (ESD) training. At minimum, ESD 

training should include an introduction to the physics of electrostatic charge, 

the voltage levels that can occur in normal practice and the damage that can 

be done to electronic components if they are touched by an operator who is 

electrostatically charged. Furthermore, an explanation should be given of 

methods to prevent build-up of electrostatic charge, and how and why to 

discharge oneôs body to earth or to the frame of the equipment or system, or 

bond oneself by means of a wrist strap to the equipment or system or to earth, 
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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. 

 

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 ï 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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 Caution: The color Reference maps provide a way to represent whether a 

given patient is similar or dissimilar to a ñNormalò patient. This information does 

not provide further diagnostic information beyond representing whether a given 

patient is similar or dissimilar to a ñNormalò patient. 

 Caution: Reference database comparisons are based on statistical 

comparisons only, and there are possible normal outliers.  

 Caution: OCT image is a plot of optical path length. Depending on the optical 

design and scanning location, the image can be distorted from its actual 

physical shape. For example, a relatively flat retinal OCT image might not 

reflect the true curvature of the retina. 

 Caution: The OCT image can be affected by the optical pathway, that is, by 

corneal opacity, cataract or eye shape. 

 Caution: Federal law restricts this device to the sale by or on the order of a 

Physician or Practitioner (CFR 801.109(b) (1). 

 

 WARNING: User Changes to Software or Hardware 

 

The SOLIXÊ System is a medical device. The software and 

hardware have been designed in accordance with U.S., European 

and other international medical device design and manufacturing 

standards and regulations. Unauthorized modification of the system 

software or hardware, or any addition or deletion of any application 

in any way, can jeopardize the safety of operators and patients, the 

performance of the instrument, and the integrity of patient data. 

Any changes, additions or deletions to factory installed 

applications, the operating system, or modifications to 

hardware in any manner VOIDS the warranty completely and 

can cause SAFETY HAZARDS.  
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1.5 Power and Electrical Safety 

 ON/OFF - Even with 

switch off, there is 

power to the table 

column. 

 

 Maximum Permissible 

Load (See socket 

label. For use by 

Optovue personnel 

only.) 

 

 

 

 

  

 

Do not step on surface. 

Ne pas marcher sur la surface. 

 

WARNING: Electricity  

Avertissement : Électricité. 

 

 

ON/OFF 

 

UP/DOWN 
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         Cable Name   Cable Type 
Shielded 

or 

Unshielded 

        Cable 

Max. Length 

SOLIX BASE Control Box to 
PC 

USB3.0 (53375) Shielded  0.5 m 

 SOLIX BASE Control Box to PC USB2.0 (53053) Shielded 1 m 

 SOLIX Scan Head to PC USB2.0 (54020) Shielded 2 m 

SOLIX Scan Head to PC USB2.0 (52724) Shielded 1.5 m 

SOLIX Scan Head to Base USB2.0 (51404) Shielded 1.5 m 

SOLIX Scan Head to Base Multi wire (51391) Shielded 1.5 m 

 SOLIX Optical Fiber  Unshielded 2 m 

iBase to Solix Base Control Box Multi wire (46305) Shielded 1.5 m 

Monitor to PC HDMI Cable Shielded 1.5 m 

Keyboard, Mouse USB Shielded 1 m 

Column AC to PC PWR Cord (50847) Unshielded 1 m 

Column AC to Base Control Box PWR Cord (47706) Unshielded 1 m 

Joystick to SOLIX Scan Head  2 wire Shielded 0.2 m 

From the Wall to table 3 wire (Power Cord) Unshielded 2.5 m 

PWR Cord AC Adapter Monitor  2 wire Unshielded 1 m 

AC/DC Adapter 19V  Monitor to 
Base Control Box 

2 wire Shielded 1 m 
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1.6 Safety with Moving Parts 

Table Handling Instructions 

 

 

Pinch Warning Locations  

Please observe pinch warnings before 

raising and lowering the table. 

 

  Footrest Trapping Warning 

Do not step on table base when adjusting 

table height 

 

 Table Up/Down Label 

 

 

Heavy Object 

Please use proper lifting techniques or ask 

for help when moving 
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Figure 2 System labels 

 

WARNING: Possible Pinch Locations 

A. Space between bottom of the tabletop and base of column  

B. Space between bottom of the PC and the base 

Table Up/Down Label 
 

B 

A 

Pinch warning label locations 
on side 
 

Do not step here. 
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How to lock wheels: 

Étiquette de blocage de roué: 

   

Locked  Unlocked 

   

 

 

 

Wheel lock label 

1.7 Product Compliance 

CB Certification: Under IEC 60601-1-2 4th Ed. 

This device is classified according to UL/IEC/BS EN 60601-1-2 4th Ed. (2014) as 

follows: 

Mobile, Continuous Operation 

With respect to electrical shock, fire and mechanical hazards only in 

accordance with UL/IEC/BS EN 60601-1-2 4th Ed.  (2014) and CAN/CSA C22.2 

No. 601.1. 

 

ON for part of the Equipment. 

 

 

 

Alternating Current 
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1.8 EMC and EMI: EN 60601-1-2 4th ED 

The SOLIXÊ 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 

EN60601-1-2:2007. 

 GUIDANCE AND MANUFACTURERôS DECLARATION ï 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 

EN 

55011:2009+A

1:2010, CISPR 

11:2009+A1:20

10 

Class A 

group 1 

150 kHz to 

30 MHz 

Class A 

group 1  

150 kHz to 

30 MHz 

The SOLIXÊ uses RF energy only for its internal function. 

Therefore, its RF emissions are very low and are not likely to 

cause any interference in nearby electronic equipment. 

Radiated 

Emissions 

EN 

55011:2009+A

1:2010, CISPR 

11:2009+A1:20

10 

Class A 

group 1 

30 MHz to 1 

GHz 

Class A 

group 1 

 

30 MHz to 1 

GHz 

The system is suitable for use in all establishments other than 

domestic, and may be used in domestic establishments and 

those directly connected to the public low-voltage power 

supply network that supplies buildings used for domestic 

purposes, provided the following WARNING is heeded: 

WARNING: This equipment/system is intended for use by 

healthcare professionals only. This equipment/ system may 

cause radio interference or may disrupt the operation of 

nearby equipment. It may be necessary to take mitigation 

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

shielding the location. 

Harmonics 

IEC/EN 61000-

3-2:2014 

Class A 

Device 

Per Clause 5 

of the 

Standard 

Flicker 

IEC/EN 61000-

3-3:2013 

Per Clause 5 

of the 

Standard 

Per Clause 5 

of the 

Standard 
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GUIDANCE AND MANUFACTURERôS DECLARATION ï 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. 

Immunity test 
IEC 60601 

test level 
Compliance level Electromagnetic environment guidance 

Electrostatic 
discharge (ESD) 
 

IEC/EN 61000-4-2 

°8 kV 

contact 

discharge 

° 2, 4, 8 &15kV 

air discharge 

°8 kV 

contact discharge 

° 2, 4, 8 &15kV 

air discharge 

While the 15 kV ESD air discharge IMMNITY 

TEST LEVEL specified in this collateral 

standard for the professional healthcare 

facility environment and the HOME 

HEALTHCARE ENVIRONMENT is higher 

than the ESD air discharge IMMUNITY TEST 

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 
 

IEC/EN 61000-4-4 

°2 kV AC 

Mains 

°1 kV I/O Lines 

5/50 

5kHz &100 

kHz 

°2 kV AC Mains 

°1 kV I/O Lines 

5/50 

5kHz &100 kHz 

Mains power quality should be that of a 

typical commercial or hospital environment. 

Surge Line to Line 

 (AC Power) 

IEC/EN 61000-4-5 

°1 kV 

Line to Line 

°2 kV 

Line to 

Ground 

°1 kV 

Line to Line 

°2 kV 

Line to Ground 

Mains power quality should be that of a 

typical commercial or hospital 

environment. 
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GUIDANCE AND MANUFACTURERôS DECLARATION ï ELECTROMAGNETIC IMMUNITY 

Radiated RF 
 

IEC/EN 61000-4-3 

 

80 MHz - 2.7 

GHz 

3 V/m 80% @ 1 

kHz 

 

Spot 

frequencies 

385MHz ï 

5.750 GHz 

Pulse 

Modulation  

80 MHz - 2.7 GHz 

3 V/m 80% @ 1 kHz 

 

Spot frequencies 

385MHz ï 5.750 

GHz Pulse 

Modulation  

The MANUFACTURER should consider 

reducing the minimum separation distance, 

based on 

RISK MANAGEMENT and using higher 

IMMUNITY TEST LEVELS that are 

appropriate for the reduced minimum 

separation distance. Minimum separation 

distances for higher IMMUNITY TEST 

LEVELS shall be calculated using the 

following equation: 

E = (6/d)ÕP 

Where P is the maximum power in W, d is the 

minimum separation distance in m, and E is 

the 

IMMUNITY TEST LEVEL in V/m. 

If the ME EQUIPMENT or ME SYSTEM 

complies with higher IMMUNITY TEST 

LEVELS for this test, the 30 cm minimum 

separation distance in 5.2.1.1 f) may be 

replaced with minimum separation distances 

calculated from the higher IMMUNITY TEST 

LEVELS. 

Proximity field from 

RF wireless 

communications 

equipment 

IEC 61000-4-3 

See EN 

60601-1-

2:2014 Table 

9 

See EN 60601-1-

2:2014 Table 9 

Conducted Immunity 

 (AC Power) 

(I/O Lines) 

IEC/EN 61000-4-6 

0.15 - 80 MHz 

3 Vrms & 

6Vrms in ISM & 

amateur bands 

1 kHz 

AC Mains 

0.15 - 80 MHz 

3 Vrms & 6Vrms in 

ISM & amateur 

bands  1 kHz 

AC Mains 

The ISM (industrial, scientific and medical) 

bands between 0,15 MHz and 80 MHz are 

6,765 MHz to 6,795 MHz; 13,553 MHz to 

13,567 MHz; 26,957 MHz to 27,283 MHz; 

and 40,66 MHz to 40,70 MHz. The amateur 

radio bands between 0,15 MHz and 80 MHz 

are 1,8 MHz to 2,0 MHz, 3,5 MHz to 4,0 MHz, 

5,3 MHz to 5,4 MHz, 7 MHz to 7,3 MHz, 10,1 

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 MANUFACTURERôS DECLARATION ï 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% UT 1 cycle 

70% UT 25 

cycles 

0%  UT5 Sec 

0% UT .5 cycle 

0% UT 1 cycle 

70% UT 25 cycles 

0%  UT5 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 

Standards Description 
Severity Level 

or Limit 
Criteria Results 

IEC 60601-1-2:2014 

Clause 4.1 

Risk Management Process for ME 

equipment and ME System 

 

Per Section 

One, Clause 

4 

Verification of 

Electromagneti

c Disturbance 

Risk 

Management 

Complies 

IEC 60601-1-2:2014 

Clause 5 

ME Equipment and ME System 

Identification, marking and documents 

See 

requirements 

called out in 

standard. 

Review Complies 

 

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 pr®sent appareil num®rique nô®met pas de bruits radio®lectriques d®passant 

les limites applicables aux appareils numériques de Classe A prescrites dans le 

reglement sur le brouillage radioelectrique édicté par le Ministère des 

Communications du Canada. 
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1.9 Symbols Explained 

 

Refer to or read user manual first 

 

Electrical shock hazard: Voltage present inside the instrument. Do 

not remove the instrument cover or parts.  

 

WARNING symbol indicates a potentially hazardous situation which, if 

not avoided, could result in death or serious injury. May be used to 

indicate the possibility of erroneous data that could result in an 

incorrect diagnosis (does not apply to all products). 

 

Caution symbol indicates a potentially hazardous situation, which, if 

not avoided, may result in minor or moderate injury. It may also be 

used to alert against unsafe practices. May be used to indicate the 

possibility of erroneous data that could result in an incorrect diagnosis 

(does not apply to all products). 

  

Note: Calls attention to important information for the user. 

 

 

 

European Conformity Mark for TUV Rheinland 

European Notified Body: 

TÜV Rheinland LGA Products GmbH  

Tillystrasse 2 

90431 Nuremburg Germany  
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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 nº:  80117580906        

Responsável Técnico : Luiz Levy Cruz Martins / CRF ς SP 42415 

 

Manufacturer 

Optovue, Inc. 

231 Charcot Avenue, 

San Jose, CA, USA, 95131 

 

General mandatory action sign 

 

Authorized European Community Representative 

Medical Device Safety Services (MDSS) GMbH 

Schiffgraben 41 

30175 Hannover, Germany 

 

Serial number 

 

Catalog number / part number 

 

Do not sit on 

 

Do not step on 

IMPORTADOR: 
Emergo Brazil Import Importação e Distribuição de 
Produtos Médicos Hospitalares Ltda.  
Avenida Francisco Matarazzo, 1.752, Salas 502/503, 
Água Branca, São Paulo- SP, CEP ς 05001-200 
CNPJ: 04.967.408/0001-98 

E-MAIL: Brazilvigilance@ul.com 

mailto:Brazilvigilance@ul.com
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Do not push 

 WARNING: Hand crush hazard 

 

Consult instructions for use" or "Consult operating instructions 

 

CAUTION: U.S. Federal law restricts this device to sale by or on the 

order of a physician 

 

Tested to comply with FCC standards 

 

Tomógrafo de coerência óptica 

Nome comercial:  SOLIX  

Modelo comercial:  SOLIX  
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 Protective Packing Symbols 

The protective packing symbols specify handling requirements and transport and 

storage conditions. 

 

Fragile, handle with care 

 

Keep dry 

 

This side up 

 

Environmental conditions during transport: Relative humidity 

(10% to 90%, including condensation) 

 

Environmental conditions during transport: Temperature range 

(10 C̄ to +55 C̄) and atmospheric pressure range (500 hPa to 

1060 hPa) 

 

Max stack 2  
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 Product Labels 

The SOLIXÊ model product labels appear below.  

Voltage adaptable version. 
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1.10 Disposal 

Dispose of the equipment per local regulations. 

 

 Waste Electrical and Electronic Equipment (WEEE) 
Recycling Instructions 

 

When the device is ready for disposal, it is to be recycled according to 

local (including institutional and national) policies and procedures. Do not 

dispose of the device as general waste. 

 

 

 

Recycling Label 

This symbol is required in accordance with the Waste Electrical and 

Electronic Equipment (WEEE) Directive of the European Union. The 

presence of this marking on the product indicates: 

5. The device was put on the European market after August 13, 2005.  

6. The device is not to be disposed of via the municipal waste collection 

system of any member state of the European Union. It is very important 

that customers understand and follow all laws regarding the proper 

decontamination and safe disposal of electrical equipment. 

_______________End of section_______________  
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2 Manage Patient Information 

The system application opens by default to the PATIENT Name or Anonymous 

window. The application also has a SCAN window (see chapter 3) and a 

REVIEW window (see chapter 5). The figure below calls out PATIENT window 

items. 

 

Figure 3 PATIENT Window Items  

Legend: 

1. 1 PATIENT tab (highlighted) 

2. 2 Basic or Advanced Search area  

3. 3 Selected patient in list and on title bar 

4. 4 Patient list 

5. 5 Patient Detail area 

6. 6 Visit list (for selected patient) 

7. 7 Scan list (for selected visit) 

8. 8 Review button 

9. 9 Scan button 

10. 10 Edit button 

11. 11 Add Patient button 

12. 12 Advanced or Basic Search link 

Note: The selected tab is highlighted as shown for the PATIENT tab in Figure 3. 

11 

4 

1 

3 

8 

2 

5 

6 

7 

9 
10 

12 
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See chapter 9 for information regarding the main menu. 

Use the PATIENT window to create, anonymize, find, select, edit and delete 

patients, visits and scans, and to initiate scanning or scan review. Features of the 

PATIENT window help you enter patient information in advance, preview todayôs 

scheduled patients, and search for patients using a specified date range or other 

search criteria. The Patient list displays search results. 

2.1 Patient Search 

To find patients in the database, you can perform a Basic Search or an 

Advanced Search. 

 Basic Search 

 

Figure 4 Basic Search Area 

¶ Click Show Today to list patients scheduled for today. Click Show All to list all 

patients in the database. 

¶ To search for a patient by name (first or last), enter the name in the Basic Search 

field and make sure Name (default) is selected in the Search by field, and click 

the Search button. 

¶ To search by patient ID, enter the ID in the Basic Search field and use the down 

arrow in the Search by field to select EMR ID (Electronic Medical Records ID), 

and then click the Search button. 
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 Advanced Search 

Click the Advanced Search link at lower left to open the Advanced Search area. 

 

Figure 5 Advanced Search Area 

In the Search By field, click the down arrow to select one of the following search 

parameters. 

¶ Disease 

¶ EMR ID 

¶ First Name 

¶ Last Name 

¶ Name (first or last) 

¶ Operator 

¶ Physician 

¶ Scan Type 

Then, in the field at the top, enter the search text for the chosen parameter (for 

example, name or ID number) and click the Search button. If your search returns 

no patients or not the ones you wish to find, search by another parameter. If you 
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specified a date range (as described next), searching with no date range, or a 

broader range, will broaden your search. 

To narrow any search by date range, select the Specify Date checkbox and click 

the down arrow next to the From and To fields to select dates using the calendar 

that appears. Use the left and right arrows on the month to change the month. 

You can use the date range to find all patients with visits in the specified date 

rangeðif you do not enter text in the field at the top, or to find patients in the 

specified date range that also match the search text for the chosen search 

parameter.  

 Patient, Visit and Scan Lists 

The Patient list displays results of a search. Before a search, the Patient list says 

There are no items to show and the title bar says No patient selected. 

  

Figure 6 Sample Patient List 

Click to select a name in the Patient list. When you do: 

Å The selected name is highlighted in the list and appears in the title bar on top of 

the window. 

Å The Patient Detail area shows the patient information previously entered for this 

patient: Name, Gender, Birth Date, Ethnicity, EMR ID, and Comment. (To 

enter or edit patient details, see sections 2.2 and 2.3.)  

Å The Visit list displays all visits for the selected patient, by date and showing the 

number of scans on that visit. 
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Click to select a visit in the Visit list. When you do, the Scans list displays all 

scans from that visit by type icon, name, and time of scan. Click to select a scan 

in the Scan list.  

 

When a visit containing a scan is selected, the application enables the analysis 

buttons to display, according to which reports are available. 

Figure 7 shows portions of the screen affected by your selections. 

 

Figure 7 Selections Made in PATIENT Window 

2.1.3.1 Patient and Visit Shortcuts 

Right-click on a Patient name to access the Delete Patient option, which is used 

to permanently delete the selected patient. A warning message appears asking 

you to confirm deletion. 

 

Figure 8 Delete Current Patient Warning 
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Right-click on a Visit date to access these options:   

¶ Add Visit: Create a new visit with the current date for the selected patient. 

¶ Delete Visit: Permanently delete the selected visit. 

To confirm, click OK. Click Cancel to cancel deletion. 

2.2 Add a New Patient 

To add a new patient, click the Add Patient button. The Add New Patient dialog 

appears, as shown in Figure 9.  

 

Figure 9 Add New Patient Dialog 

Required fields are in bold. Enter the required information and enter other 

information as desired. You must enter the birth date in the indicated format. 

Note: You can use symbols in the name fields, but these may interfere with the 

systemôs screen capture function. 

Note: Enter birth date in the indicated format. You can change the default birth 

date format in the User Preferences dialog (go to Tools > User Preferences 

and choose the format in the Date Format field). However, if you change the 

birth date format, note that the system computer date format must match it. 

Follow the instructions below to change the computer date format: 
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1. On the computer, select Start > Control Panel > Region and Language. 

2. Select the matching date format in the Short date field. 

Use the Optional boxes to enter: 

¶ Physician: Use the down arrow to select one or more physicians to associate 

with this patient or select Add New to enter a new physician name and associate 

it with this patient.  

¶ Operator: Use the down arrow to select one or more operators to associate with 

this patient or select Add New to enter a new operator name and associate it 

with this patient. 

¶ Visit Comment: Enter desired comments for this patient. 

Note: You can also create, edit and delete physicians, operators or diseases by 

selecting Physician, Operator or Disease from the Database Management 

menu. 

Use the Disease Category area to associate one or more user-defined diseases 

with this patient. Once they are created, you can search for patients by disease 

category. To create disease categories, click Add New to display the Disease 

Category Editor dialog, enter a disease name and click OK. 

When you finish entering information for the new patient, click Save to save the 

new patient and close the dialog, or click Scan to initiate scanning for this new 

patient. Click Cancel to discard entered information and close the dialog. 

2.3 Edit Patient Information 

To edit patient information, select the patient name from the Patient list and click 

the Edit button. The Edit Patient/Visit Info dialog appears. Edit the fields as 

desired. Click Save to save your changes. Click Cancel to discard the edits and 

close the dialog. 

2.4 Correct Visit Linked to the Wrong Patient 

Follow these steps to move a visitða complete visit only, not specific scansð

from the wrong patient to the right patient. If the patient you move the visit to 

already has a visit on that date, the scans will be combined under the one visit 

date. 

Note: To avoid having visits associated with the wrong patient, make sure you 

have selected or added the name of the patient you are about to scan. 
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1. From the Patient and Visit lists, select the patient and visit to be moved. Then 

select Move a visit to another patient from the Database Management menu. 

 

Figure 10 Select Move a visit to another patient 

 

A confirmation dialog appears.  

 

Figure 11 Confirm Intent to Move Selected Visit 

2. Select Yes to confirm. A list of patients appears.  

 

Figure 12 Select Patient to Move Visit To 
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3. Select the patient you wish to move the visit to and click OK. A second 

confirmation dialog appears. 

 

Figure 13 Confirm Move to Selected Patient 

4. Select Yes to confirm the move to the selected patient. 

_______________End of section_______________  
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3 Capture Scans 

This chapter shows you how to choose and acquire OCT scans. First, it provides 

all the steps of the general scan acquisition procedure, as a quick guide. Then it 

provides more detail about available options during the procedure. The basics of 

all posterior scans are similar. 

3.1 Steps to Acquire Scans 

Note: We recommend you clean the chinrest and forehead rest between patients 

with a disinfectant. For example, wipe with an isopropyl alcohol pad or with 

another approved germicide using a clean cloth. 

Use the following procedure to choose and acquire posterior OCT/OCTA scans: 

1. From the PATIENT window, select an existing patient (see section 2.1.3) or add 

a new patient (see section 2.2), then click the Scan button to go the SCAN 

selection page. 

2. Scan selection page select the patient eye to be scanned. Both / OU is selected 

by default. To change, click the Right / OD or Left / OS button. 

3. Select the desired scan type from the Retina, Nerve Fiber, photo, or Cornea lists, 

or select a scan protocol from the Protocol list. You can select multiple scans to 

do the selected scans in succession. When you finish your selections, 

click the Scan button to begin scanning or click the joystick button.  

¶ Alternatively, you can repeat any previous scan for a patient by double-clicking 

on the scan name in the Scans list of the PATIENT window. 

Note: Scan navigation order is selectable in User preference, non-dilated 

capture order is All OCT then photo, then Cornea. Dilated is OCT and photo of 

one eye then the other eye and then Cornea. 

Note: 9x9 Montage 2 and Montage 4 protocols must be selected to enable 

montage feature, individual 9x9 not in protocol will not montage. At the beginning 

of the 2nd ,3rd ,4th  scan a pop up to optimize focus will appear. 

 

Figure 14 Auto focus box 
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Figure 15 Scan selection page 

4. Position the patient correctly as follows: 

¶ Adjust the table height so the patient is leaning slightly forward 

¶ Chin on the system chin rest with teeth together 

¶ Forehead against the forehead rest 

¶ Eye to be scanned aligned vertically with the canthus mark on the 
side of the forehead and chin rest assembly. 

Ask the patient to look at (fixate on) the center of the blue fixation in the red field 
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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. 

6.  

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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Figure 18 Alignment display with tracking after auto adjust 

The figure below shows the progression of views in the IR window (top left) as 

you move the scan head forward at the correct working distance the image 

should show the retina and for track scans there will be a green overlay showing 

the features that the system will track, if this green overlay appears to be 

predominated by a large area of glare, reposition using the joystick to minimize 

the glare and have the system track features of the back of the eye. 

 

Figure 19 Video Image of IR camera Progression as Scanner Approaches Eye (no 

tracking) 

8. Adjust the working distance between the scan head and patient eye to 

optimize the IR video image. Optimized fundus images should be illuminated 

evenly from edge to edge. Optimized optic disc images may contain dark 

areas on either side. For cornea scans, an optimized video image shows iris 

detail. 

Note: For fundus imaging, make sure to set the working distance first. If a live 

OCT scan appears in the scan window, do not stop forward movement of the 

camera until you achieve a good infrared (IR) video image of the fundus. For 
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cornea scans, the OCT image of the cornea in the scan window indicates the 

correct working distance. 

9. When at the right working distance, the auto adjust should be done to 

complete focus and find and sharpen the retinal image 

Note: On each patient, the first scan of each eye, of that day, the auto 

adjust pop up will appear, the OCT image will not appear until the Auto 

Adjustment has been performed. A message will appear over the OCT 

window telling the operator to optimize the IR image then to select auto 

adjust. 

      

Figure 20 Eye alignment 

¶ If the Auto Adjust fails, the live OCT B-scan window is active but no or 

poor B scan, then the following message is displayed.  

 

Figure 21 Auto Adjust fail 

¶ The operator should try to optimize the IR image and Auto Adjust again, if the 

image cannot be improved the operator may decide to capture the image 

 

¶ If the Auto Focus portion only fails, the following message will be displayed. 

 

Figure 22 Auto Adjust focus 
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The operator should try to optimize the IR image and Auto Adjust/focus again, or 

switch to the Advanced tab and manually adjust Z,F,P or if the image cannot be 

improved the operator may decide to capture the image. 

 

Figure 23 SCAN Window SOLIXÊ  with AngioVue®  tracking on 

 

10. When the image is live, the Scan Selection adjustment options on the 

Standard tab (default) or Advanced tab can assist with scan quality. (The 

available parameters and their ranges depend on the scan type.) 

 

OCT image area 

Infrared (IR) 
video image 

area En face 
image area 

OD and OS 
completed scans 

lists 

Iris image 

Scan button 
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Figure 24 Scan Adjustment Options (Standard Tab) 

To customize scan parameters, select the Advanced tab.  

 

Figure 25 Advanced Tab to Customize Scan 

 

Capture Cancel 

Zoom OCT 

Gray 
scale 

Color OCTA color 
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Figure 26 Optimize Working Distance  

 

11. When the IR video image is optimized, use the scan pattern overlay in the live 

video image to center the scan pattern over the area of interest (fovea or disc). 

You can either: 

a. Double-click in the video image where you want to position the center of the scan 

pattern. 

OR 

b. Click, hold and drag the scan pattern to the desired location, then release. 

To adjust video brightness and contrast, click in the live video, hold and move the 

cursor up and down for brightness, left and right for contrast. 

IR video image showing 
scan pattern overlay 

Green bar 
shows good 

signal strength 

En face 
image 

Green bar 
shows good IR 

Quality 

Optimization tips 
Follow up & Tracking on/off 

Iris 
 image 
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12. Click Auto Adjustðor double-click on the scan imageðto optimize scan signal 

strength and image quality. 

 

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. 

 

Figure 28 Example of Scan Centered Vertically 
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Note: For scans that include the optic disc, it is OK-and expectedðto have the 

disc portion of the scan below the lower red line. 

On the right side of each live scan, a green bar indicates a good signal strength 

(SQ) value. If the bar is red, you can manually optimize scan signal strength and 

image quality as instructed in the next step below.  

Note: In most normal patients, the OCT (SQ) indicator should be green. 

However, individual patient variability and the light absorption properties of some 

pathologies can sometimes make it impossible to achieve a green signal. If the 

OCT (SQ) indicator is not green over a range of patients, including normals, 

contact Optovue Technical Support for assistance. 

13. If the OCT (SQ) indicator is red, use one or more of the following functions on the 

Advanced tab to manually optimize scan signal strength and image quality.  

¶ Select the Advanced tab (at upper left) and adjust the Z Motor, Focus or P 

Motor settings, or scroll the mouse wheel in the scan image to move the scan 

image between the red dashed lines.  

¶ Click and hold in the live video image, then drag up or down to adjust video 

brightness, or left and right to adjust video contrast. 

 

 Instructions for Successful Tracking 

¶ On fundus image 

Å Check bright, homogeneous illumination by alignment to the 

center of pupil 

Å Bring optical disc in the field of view, check the green overlay 

to ensure the system is tracking features of the retina such 

as the optic nerve or blood vessels or possibly a pathology 

Å Avoid glare by adjusting the scan-head alignment to pupil 

center  

Å In follow-up mode, optimize the IR image to ensure that the 

ñtracking Status indicatorò and ñgood tracking green overlayò 

shows in the target zone in fundus image. 

Å  
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¶ On OCT image 

Å Target tissues should fall between two red lines 

 

¶ Tracking (green light indicator & overlay) and start scanning 

¶ Good Image 

 

 

Poor due to 

glare 

 

Blocked or 

blurry 

 

 

 

No Tracking Tracking No Tracking 
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 Tips for Scanning Difficult Patients 

During scanning, if the patient fixation starts to drift, always remind the patient to 

look at the green fixation before attempting to reposition the camera. Often the 

patient will return to the correct fixation. AngioVue® scans have two modes, 

continuous and noncontinuous; and, for problem patients, it may be beneficial to 

use noncontinuous mode to allow them a break between the X and Y volumes. 

Tip: Remind the patient to look at the Blue X and not follow the red lines. 

Pupil or fixation drift during scan acquisition may cause tracking to stall. 

Å Tip: Check the Iris image and re-align the scan by slightly shifting the joystick 

towards the direction of the drift. This will allow tracking to resume and enable 

the scan to complete.  

Patients with poor vision still need to maintain some level of fixation for 

tracking to be successful. 

Å Tip: Use the external fixation light to help keep the eye being scanned in the 

correct location.  

Å Tip: If the eye moves outside of the trackable area (no disc in IR image), stop 

tracking and help the patient fixate properly before resuming the scan or re-scan 

the patient. 

Patients can have excessive up-and-down movement of the B-scan within 

the scan window 

Å Tip: This movement will not always affect tracking but will reduce the quality of 

the scan image. Take action to minimize movement and keep the B-scan in the 

scan window.  

Å Tip: Push the joystick slightly towards or away from the patient to keep the B-

scan from moving up and down excessively or out of the scan window altogether. 

Ensure patient forehead is tight against the rest and teeth are together 

Å Tip: Take advantage of the stability of the table. Position the table low enough 
that the patient can lean into the headrest, put their arms on the table and grasp 
the hand holds at the base of the joystick. 
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 Tips to Optimize OCT results 

 

Figure 29 Tips to Optimize OCT results 
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14. To  capture the scan, either press the joystick button or click the checkmark 

button. 

 

Figure 30 A Captured Scan (Save Button Active) 

After scan capture, review the scan images for quality and completeness. The 

images will auto save except for AngioVue® scan which requires a selection. 

Selecting the Scan again button   restarts the same scan. 

When you are done scanning, use one of these methods to review scans:  

a. Click the B scans visible over the IR image and scroll. 

b. Click the REVIEW tab on the left to review the scan just completed. 

c. Go back to the PATIENT window, select the desired patient, visit and scan, and 

click the Review button or available report. 

 Disc Scan Capture 

Disc scan capture is similar to Retina scan capture except the white dots and 

green lines in the iris image do not line up with the pupil center due to the offset 

fixation target; also, the OCT window is split into 2 windows to display one 

horizontal and one vertical B-scan. Both the Horizontal & vertical B-scans must 

be within the window, and if the B scan is cropped, the cube will be missing data. 
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Figure 31 Disc scan capture 

 

 

 AngioVue Scan capture 

Note:  AngioVue® scans require the acquisition of a Fast-X scan and a Fast-Y 

scan together (continuous mode) or in consecutive steps (noncontinuous mode). 

In noncontinuous capture, the system acquires a Fast-X scan. Review the scan 

for severe eye movement. Then capture the Fast ïY. The user selects 

continuous or noncontinuous mode prior to starting the scan. 
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Figure 32 Continuous mode displays Fast-X and combined MCT for operator 

selection 

 

Figure 33 Noncontinuous mode displays a panel after X the user can save and 
continue or rescan 
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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. If 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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 OCTA Acquisition Alerts 

If the acquired scan is suboptimal, the software may present pop-up alerts, as 

shown in the figure below. It is the operatorôs choice whether to rescan the last 

volume before saving or proceed with acquisition as usual. Alerts are 

recommendation only. 

 

Figure 35 Examples of Scan Quality Alerts During Acquisition 

 

 Scan Quality Indicator (SQ) 

SQ for OCT is derived from signal to noise ratio (SNR), and it provides an 

objective image quality index that correlates with qualitative assessment of image 

quality. The automatic scan quality ranges from 1~10. For AngioAnalyticsÊ a 

movement component is applied, and the recommended value is a SQ score of 6 

and above. Score of 5 and below should be regarded with more diligence. An SQ 

number (1-10) will appear in the scan list as the scan saves and is displayed at 

the top of the AngioVue® reports. The SQ may be used as a quick indicator to 

determine which scan to open if there are several of the same area / same scan 

pattern.   
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Figure 36 Scan quality indicator 

 

 

Figure 37 Examples of Scans with SQ<6 

From left to right: SQ=5, due to motion, artifact lines (horizontal and 

vertical) are visible, as well as distortion of blood vessel pattern; SQ=5, due 

to low SSI, image is dark and lacking details of the smaller blood vessels; 

SQ=2, due to poor focus, blood vessels appear blurred. 

 Examples of Artifacts 

The following AngioVue® image examples illustrate artifacts that are 

characteristic of OCTA scans due to movement of the eye during scanning. 

 Note: In some cases when artifacts are present, it can be useful to 

select the No MCT button to view the Fast-X scan without motion 

correction, which may show useful anatomical information. Scans 

should be retaken if artifacts impair adequate visualization of 

structures. 
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 MCT Motion Artifacts 

Saccadic Motion 

Saccadic eye motion appears as straight white lines parallel to scan line 

orientation (horizontal or vertical). Lines due to saccadic motion are easily 

recognized since they occur in straight lines. Motion Correction Technology 

(MCT) minimizes artifacts due to involuntary motion. The Fast-X and Fast-Y 

images below illustrate an amount of saccadic motion that MCT can minimize by 

integrating data from both scans, as seen in the MCT Merged scan on the right. 

 

Figure 38 Saccadic Motion    Fast-X and Fast-Y saccadic motion corrected 

on MCT Merged image 

 Local Weak Signal 

Regional drop of the signal, either caused by floaters or by media opacity, can be 

recognized in the en face images and confirmed in corresponding B-scans. 

 

 

 



 

SOLIX Ê User Manual Page 75 of 346 P/N 580-53958-002 A   

 Floaters 

Floaters are a kind of ocular opacity, all of which partially or completely block the 

OCT scan beam and thereby reduce the signal strength reflected from the tissue 

beneath the opacity. When a floater has sufficient density and size, the 

underlying vessels can appear faint or missing, like a shadow, as illustrated 

below. 

   

 

Figure 39 Floaters 

You can recognize these ñshadowsò as floater artifacts by checking for the same 

pattern of shadows in the en face scan and B-scan. Thus, you can see that the 

shadow starts in the vitreous and proceeds through the retina, which shows that 

there was an opacity between the light source and the tissue. Local signal 

reduction by the floaters is not incorporated in the automated SQ calculations but 

may significantly affect AngioAnalyticsÊ data; therefore, metrics of scans with 

large floaters should be treated with caution.  
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 Blinks 

Blockage of the OCT scan beam during patient blinks results in the absence of 

data while the eye is closed. Blink artifacts appear as straight black lines, as 

shown below. These lines are easily recognized due to the loss of data. These 

artifacts are mitigated if acquisition is performed with tracking. 

 

Figure 40 Blink 
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 Excessive Motion Not Correctable by AngioVue® 
Software 

Some eye motion is too great to be corrected by AngioVue® Software. The two 

images below illustrate artifacts due to excessive motion. 

        

Figure 41 Excessive Motion 

Double Vessel Artifact (left), Excessive Motion not Correctable by MCT 

(right) 

Duplication of vasculature (left image) - Double Vessel Artifact  

The highlighted areas in the left image above illustrate duplication of vasculature. 

This happens in cases where the motion correction algorithm is unable to 

combine the images because the eye motion was too great. Double vessel 

artifact is not incorporated in the automated SQ calculations but may significantly 

affect AngioAnalyticsÊ data; therefore, metrics of scans with double vessel 

artifacts should be treated with caution.  

Muddled image (right image)  

The image above on the right illustrates a case where overall eye movement was 

so great that it resulted in a muddled image lacking comprehensible detail. In 

such cases the excessive motion is usually captured by the SQ, causing 

reduction of SQ. 
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 Cropped Image 

B-scans placed too high or too low in the OCT window during scan acquisition 

causes image cropping. Cropped images can be recognized in the en face image 

and confirmed in the corresponding B-scan image as illustrated below.  

 

Figure 42 Image Crop 

Example of image cropping affecting both the vascular en face image (left), 

confirmed in the corresponding B-scan image (right) 

Cropping artifact is not incorporated in the automated SQ calculations but may 

significantly affect AngioAnalyticsÊ data; therefore, metrics of scans with 

cropping should be treated with caution. 
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  Joystick button Functionality 

Joystick button is capable of closing a few message boxes that can appear while 

capturing scans. These specific message boxes are closable by joystick button: 

1. Eye blink:   

 

2. Low signal strength: 

 

3. Enface registration failure: 

 

4. Continue scan with Fast Y and reduce artifacts (during MCT scans): 

 

 

 

 

   Warning                                                                      X 

   Warning                                                                                               X 

   Warning                                                                                                 X 

   Warning                                                                                                  X 



 

SOLIX Ê User Manual Page 80 of 346 P/N 580-53958-002 A   

 Fundus image capture 

For non-dilated patients it is recommended to complete all OCT scans prior to 

capturing fundus photo imaging since the flash will reduce pupil size. In dilated 

patients, the fundus photo image can be taken at the end of the OCT scans for 

that eye. See User preference for ñScan navigation orderò and default Flash 

settings. 

Steps: 

1. Check for pupil size Normal 4mm, small 3.3mm 

2. Select flash setting based on eye color and pupil size. 

3. Center scan head on the pupil and advance the joystick until the 

working distance indicator reaches the green mark. 

 

4. Ensure there is a good IR image. 

5. Click joystick button or Diopter button to autofocus. Focus can 

also be adjusted manually using the Split bar slider. If only one bar 

is visible, align to the blue outline on the screen. After finding 

optimal focus, click split bar out if manually adjusting or click 

joystick button to return to capture mode, and then the next button 

click will capture. 

     

Figure 43 Split bar focused and WDI Aligned 

   

Not Aligned 
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6. Using the joystick to make the two working distance indicators 

(white dots) as sharp as possible and aligned to the center line and 

green boxes 

 

Figure 44 Working distance indicators 

7. Capture using the joystick button or mouse 

8. Review image. If capturing again, it is recommended to wait 

approximately 30 seconds until the pupil has time to recover if not 

dilated.  

Figure 45 Fundus capture 
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Note: The Auto Focus split bar has a range of -10 to +10 Diopters outside of this 
range manual focus using the slider is required. 

 

Note: The split bar focus is not used for high myopic, hyperopic or external 

image capture 

 Capturing external images and Red Reflection of the 
retina 

The red reflection image is dependent on the crystalline lens and 

cataracts can block the reflection 

i. First select External photo, then the eye OD/OS 

ii. Diopter slider will automatically go to +25D. 

Moving the  slider in the plus (+) direction for the 

closest image (Iris) going toward the negative 

will widen the image (orbit)) 

   

 

Figure 46 External color images 

iii. Push forward until the exterior of the eye comes 

into focus 

iv. Check flash setting ñ2ò, is a good stating value, 

adjust as necessary 
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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 

 

 

 

 

Figure 47 External color image, Red reflex 
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 Exterior IR image 

 

Figure 48 Exterior IR image 

For external IR can be used to capture external images without flash, the Focus 

is achieved by joystick position, Illumination can be adjusted to minimize flares 

 

Figure 49 Multi Photo Report  
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1.1.2 Review and edit Tools for Photo Image adjustment after capture 

 

Figure 50 Color Fundus with Drusen 

 

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

roller 

II. To brighten or darken, use the slider or hold down the left mouse and drag 

it left or right over the image 

III. To add/remove contrast, use the slider or hold down the left mouse and 

drag it up or down over the image 

IV.  Full Gray ï color image converted to gray scale 
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Figure 51 Red free image of image with drusen  

V. 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 

VII.  3Color display- red, blue, green channels and full color image 

 

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 

IX.  Extreme enhance -  enhances image 

 

Figure 56 Extreme Enhance 
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X.  Emboss ï produces a 3D-like image 

 

Figure 57 Emboss 

 

XI.  Cup/Disc ï 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 

XII. Once you have the desired effects, right click on the image and save it.  
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3.2 Scanning Options 

 Scan Types and Protocols 

 

Figure 59 Select Scan Type or Protocol 

 

The initial SCAN window presents scan types grouped in the categories Retina, 

Nerve Fiber, Photo, Cornea and Protocol. 

Note: See chapter 11 Scan Pattern Specifications for a description of available 

OCT scan types. 

3.2.1.1 Scan Protocols 

Scan protocols group a set of scan types for sequential capture with a particular 

clinical purpose, or to apply a customized scan regimen. See section 9.4 

Database Management Menu for instructions to create, edit or delete scan 

protocols. 

Note: Optovue recommends that each practice either use the pre-installed 

protocols or set up its own protocols based on patient demographics. This 

enables you to select a protocol to capture all desired scan types sequentially. 

See section 9.4 Database Management Menu for instructions to create protocols. 
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 Scan Window Buttons 

 Scan window buttons. The Save button is unavailable until you capture a scan. 

 

              

Figure 60 SCAN Window Buttons 

Note: To repeat a scan, double-click on the desired scan type in the list of 

completed scans or select Re-scan button. All non-OCTA scans are auto saved 

 Change Default Scan Settings 

Use the User Preference dialog to change the default scan settings (among 

other things). From the main menu, click Tools > User Preference to open the 

User Preference dialog. Values for light & dark eye can be saved, the mean will 

become the default. Default flash values can also be saved. The lower area of 

the dialog has two tabs, Scan Size, Average# to set the default scan settings. 

 

Figure 61 User Preference Dialog 

Use the Scan Size tab to set the default length (and width for Raster and Grid) 

for the line scan types. Use the Average# tab to adjust the number of averaged 

scans used when tracking is on during scan acquisition. The values you set here 

Start Capture Save Cancel Re-Scan 
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become the default values in the Auto tab of the SCAN window. For more 

information, see section 9.2.5 User Preference. 

 Standard Tab: Automated Scan Settings 

After starting a scan, the Standard tab opens. (The available parameters and 

their ranges can depend on which scan type you are using.) 

 

Figure 62 Scan Adjustment Options (Standard) 

The standard tab helps you acquire good scans with minimal adjustments. (The 

advanced tab, covered in section 3.2.5 below, helps you make detailed manual 

adjustments to many scan and video parameters.) It provides the following 

functions: 

Note: From the main menu bar, select OCT Image > Scan Parameter Setting to 

set the default scan image to either gray scale or color. For detais, see section 

9.3.4. 

¶ Illumination: Enter a value in the Illumination field or drag the slider to adjust 

illumination manually. 

¶ Auto Adjust: By default, clicking Auto Adjust executes Auto Z, Auto F and 

Auto P in combination. (You can select which functions to execute when you 

click Auto Adjust in the Auto Adjust Setting field in the User Preference 

dialogðsee section 9.2.5.) You can also execute Auto Adjust by double-clicking 

in the OCT scan window. 

¶ Auto Z: Automatically adjusts axial length. 

¶ Auto F: Makes automatic spherical adjustments to offset refractive error. 
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¶ Auto P: Automatically adjusts polarization. 

¶ Capture: Use the green checkmark or joystick button to capture the scan. 

¶ Cancel: Use the red X button to cancel the scan. 

3.2.4.1 Follow-up Mode 

 

Figure 63 Follow-up and Tracking Mode Buttons 

Follow-up mode is selected when the box is checked, and off when it is blank. 

When you are repeating a scan done on a previous visit for this patient, you can 

use Follow-up to repeat the scan location and rotation of the previous scan. 

Repeat scans using Follow-up cannot be moved or rotated. Turning Follow-up off 

allows you to move or rotate the scan. Follow-up mode does not take into 

account changes in fixation relative to the previous scan. 

Note: You may have to guide the patientôs fixation to achieve alignment of the 

scan to the previous visit. 

 

Figure 64 Follow-up and Tracking status indicators 

In Follow-up mode, follow up status indicator is red if alignment is not correct, 

and green when alignment is correct. The capture button turns green when the 

tracking is green a majority of the time, indicating correct, or close to correct 

alignment. If the check mark stays red the operators still has the option to 

capture but with the understanding the location is not confirmed. If you want to 

scan a different location, turn off follow-up mode to allow the scan reticule to be 

dragged to a different location. 
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3.2.4.2 Tracking Mode 

Tracking helps to maintain scan placement when the patient blinks or moves 

their eye. Tracking is selected when its box is checked, and off when it is blank. 

Check the color of the indicator lights and tracking overlay; red not collecting, or 

green collecting. Tracking is available for the following scans: Line, Raster, 

Radial, and AngioVue® scans. 

A good IR image of the fundus is important for follow-up and tracking because 

the system tracks image details to maintain scan placement. Image below shows 

examples of good and poor IR fundus images. 

 

Figure 65 Good IR Image (Left) and Poor IR Image (Right) 

The capture button turns green only when a good fundus image is present. The 

Status indicator light indicates good or bad follow-up. The cross will be gray if 

follow-up is not active. During scan capture, there are two quality bars one for the 

IR image and one for the OCT image. Try to maximize the green in both. The 

progression bar at the bottom shows scan collection progress. If scan capture 

takes longer than expected because tracking is on, you can turn tracking off 

during scan capture, and the system captures remaining scans with tracking off. 






















































































































































































































































































































































































































































































































