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U.S. Food & Drug Administration 

10903 New Hampshire Avenue          D o c  I D #  0 4 0 1 7 . 0 7 . 0 2  

Silver Spring, MD 20993  

www.fda.gov 

GE Medical Systems Israel, Functional Imaging August 8th, 2024

Alexandra Lifshits

Sr. Program Manager, Regulatory Affairs

(GE Healthcare)

4 Hayozma Street

Tirat HaCarmel, WI 30200

Israel

Re:  K241665

Trade/Device Name: Omni Legend

Regulation Number:  21 CFR 892.1200

Regulation Name:  Emission Computed Tomography System

Regulatory Class:  Class II

Product Code:  KPS, JAK

Dated:  June 10, 2024

Received:  June 10, 2024

Dear Alexandra Lifshits:

We have reviewed your section 510(k) premarket notification of intent to market the device referenced above 

and have determined the device is substantially equivalent (for the indications for use stated in the enclosure)

to legally marketed predicate devices marketed in interstate commerce prior to May 28, 1976, the enactment 

date of the Medical Device Amendments, or to devices that have been reclassified in accordance with the 

provisions of the Federal Food, Drug, and Cosmetic Act (the Act) that do not require approval of a premarket 

approval application (PMA). You may, therefore, market the device, subject to the general controls provisions 

of the Act. Although this letter refers to your product as a device, please be aware that some cleared products 

may instead be combination products. The 510(k) Premarket Notification Database available at 

https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpmn/pmn.cfm identifies combination product 

submissions. The general controls provisions of the Act include requirements for annual registration, listing of 

devices, good manufacturing practice, labeling, and prohibitions against misbranding and adulteration. Please 

note:  CDRH does not evaluate information related to contract liability warranties. We remind you, however, 

that device labeling must be truthful and not misleading.

If your device is classified (see above) into either class II (Special Controls) or class III (PMA), it may be 

subject to additional controls. Existing major regulations affecting your device can be found in the Code of 

Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may publish further announcements 

concerning your device in the Federal Register.

Additional information about changes that may require a new premarket notification are provided in the FDA 

guidance documents entitled "Deciding When to Submit a 510(k) for a Change to an Existing Device" 

(https://www.fda.gov/media/99812/download) and "Deciding When to Submit a 510(k) for a Software Change 

to an Existing Device" (https://www.fda.gov/media/99785/download).
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Your device is also subject to, among other requirements, the Quality System (QS) regulation (21 CFR Part 

820), which includes, but is not limited to, 21 CFR 820.30, Design controls; 21 CFR 820.90, Nonconforming 

product; and 21 CFR 820.100, Corrective and preventive action. Please note that regardless of whether a 

change requires premarket review, the QS regulation requires device manufacturers to review and approve 

changes to device design and production (21 CFR 820.30 and 21 CFR 820.70) and document changes and 

approvals in the device master record (21 CFR 820.181). 

Please be advised that FDA's issuance of a substantial equivalence determination does not mean that FDA has 

made a determination that your device complies with other requirements of the Act or any Federal statutes and 

regulations administered by other Federal agencies. You must comply with all the Act's requirements, 

including, but not limited to: registration and listing (21 CFR Part 807); labeling (21 CFR Part 801); medical 

device reporting (reporting of medical device-related adverse events) (21 CFR Part 803) for devices or 

postmarketing safety reporting (21 CFR Part 4, Subpart B) for combination products (see 

https://www.fda.gov/combination-products/guidance-regulatory-information/postmarketing-safety-reporting-

combination-products); good manufacturing practice requirements as set forth in the quality systems (QS) 

regulation (21 CFR Part 820) for devices or current good manufacturing practices (21 CFR Part 4, Subpart A) 

for combination products; and, if applicable, the electronic product radiation control provisions (Sections 531-

542 of the Act); 21 CFR Parts 1000-1050.

Also, please note the regulation entitled, "Misbranding by reference to premarket notification" (21 CFR 

807.97). For questions regarding the reporting of adverse events under the MDR regulation (21 CFR Part 803), 

please go to https://www.fda.gov/medical-devices/medical-device-safety/medical-device-reporting-mdr-how-

report-medical-device-problems.

For comprehensive regulatory information about medical devices and radiation-emitting products, including 

information about labeling regulations, please see Device Advice (https://www.fda.gov/medical-

devices/device-advice-comprehensive-regulatory-assistance) and CDRH Learn 

(https://www.fda.gov/training-and-continuing-education/cdrh-learn). Additionally, you may contact the 

Division of Industry and Consumer Education (DICE) to ask a question about a specific regulatory topic. See 

the DICE website (https://www.fda.gov/medical-devices/device-advice-comprehensive-regulatory-

assistance/contact-us-division-industry-and-consumer-education-dice) for more information or contact DICE 

by email (DICE@fda.hhs.gov) or phone (1-800-638-2041 or 301-796-7100).

Sincerely,

for

Daniel Krainak, Ph.D.

Assistant Director

DHT8C: Division of Radiological

Imaging and Radiation Therapy Devices

OHT8: Office of Radiological Health

Office of Product Evaluation and Quality

Center for Devices and Radiological Health

Enclosure 

Ningzhi Li -S
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510(k) SUMMARY OF SAFETY AND EFFECTIVNESS

This 510(k) summary of Safety and Effectiveness information is submitted in accordance with the 

requirement of 21 CFR Part 807.87(h):

Date: June 10, 2024

Submitter: GE Medical Systems Israel, Functional Imaging (GE Healthcare)

4 Hayozma Street

Tirat Hacarmel, 30200, Israel

Primary Contact: Alexandra Lifshits

Sr. Regulatory Affairs Program Manager 

GE Medical Systems Israel, Functional Imaging 

Tel: +972-4-8563666 

Fax: +972-4-8577662 

email: Alexandra.Lifshits@gehealthcare.com

Secondary Contacts: John Jaeckle

Chief Regulatory Affairs Engineer and Strategist

GE Healthcare

Tel: 262-424-9547 

Email: John.Jaeckle@gehealthcare.com

Device Trade Name: Omni Legend

Device Classification Class II

Regulation number: 21CFR 892.1200 and 21CFR 892.1750

Product Code KPS and JAK

Predicate Device Information

Device Name Omni Legend

Manufacturer GE Medical Systems Israel, Functional Imaging

510(k) number K221932

Regulation number 21CFR 892.1200 and 21CFR 892.1750 

Product Code KPS and JAK
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Reference Device Information

Device Name Precision DL

Manufacturer GE Medical Systems Israel, Functional Imaging

510(k) number K223212

Regulation Number 21CFR 892.1200 

Product Code KPS 

Reference Device Information

Device Name Discovery MI

Manufacturer GE Medical System, L.L.C.

510(k) number K161574

Regulation number 21CFR 892.1200 and 21CFR 892.1750 

Product Code KPS and JAK

Marketed Devices

(GEHC) proposed Omni Legend device is a modification of the predicate Omni Legend 

device (K221932)

, 

as well as adds the Enhanced AC software option for the correction of image attenuation artifacts 

resulting from natural respiratory motion. The PET portion of the proposed Omni Legend uses the same 

design elements that are used in its predicate device. The software of the proposed Omni Legend is 

also developed from that of the predicate.

Device Description

GE HealthCare subject Omni Legend device, same as the unmodified predicate device, is a hybrid digital 

PET/CT diagnostic imaging system combining a GEHC Positron Emission Tomography (PET) System and a 

current production diagnostic GEHC Computed Tomography (CT) System. The proposed Omni Legend is 

a conventional, general-purpose PET/CT system using existing technological characteristics with identical 

Intended Use and Indications for Use as its predicate.

Omni Legend

that correspondently provide an AFOV of 32 cm, 21cm, 16 cm. Omni Legend major components 

include PET gantry / detector, GEHC commercially available Revolution Maxima CT system (K192686), 

patient table, operator console / workspace, computing hardware, power distribution unit, system 

software, and image reconstruction software. The operator console and system software control 
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image acquisition and reconstruction, image display and post processing analysis, protocol and 

patient management, CT dose display, networking, filming, etc.

Intended Use

The Omni Legend PET/CT system is intended for CT attenuation corrected, anatomically localized PET 

imaging of the distribution of positron-emitting radiopharmaceuticals. It is intended to image the 

whole body, head, heart, brain, lung, breast, bone, the gastrointestinal and lymphatic systems, and 

other organs. The system is also intended for stand-alone, diagnostic CT imaging.

Indications for Use

The GE Omni Legend is a PET/CT system for producing attenuation corrected PET images. It is intended 

to be used by qualified health care professionals for imaging the distribution and localization of any 

positron-emitting radiopharmaceutical in a patient, for the assessment of metabolic (molecular) and 

physiologic function in patients, with a wide range of sizes and extent of disease, of all ages.

Omni Legend is intended to image the whole body, head, heart, brain, lung, breast, bone, the 

gastrointestinal and lymphatic systems, and other organs. The images produced by the system may be 

used by physicians to aid in radiotherapy treatment planning, therapy guidance and monitoring, and in 

interventional radiology procedures. The images may also be used for precise functional and 

anatomical mapping (localization, registration, and fusion). 

When used with radiopharmaceuticals approved by the regulatory authority in the country of use, the 

raw and image data is an aid in; detection, localization, evaluation, diagnosis, staging, restaging, 

monitoring, and/or follow up, of abnormalities, lesions, tumors, inflammation, infection, organ 

function, disorders, and/or disease, such as, but not limited to, those in oncology, cardiology, and 

neurology. Examples of which are:

Cardiology:

Cardiovascular disease

Myocardial perfusion

Myocardial viability

Cardiac inflammation

Coronary artery disease 

Neurology:

Epilepsy

and frontotemporal dementia

Tumors

Inflammation

Cerebrovascular disease such as acute stroke, chronic and acute ischemia

Traumatic Brain Injury (TBI)
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Oncology/Cancer:

Non-Small Cell Lung Cancer

Small Cell Lung Cancer

Breast Cancer

Prostate Cancer

Hodgkin disease

Non-Hodgkin lymphoma

Colorectal Cancer

Melanoma

Omni Legend is also intended for stand-alone, diagnostic CT imaging in accordance with the stand-

.

Technological Characteristics

The proposed Omni Legend employs the same basic operating principles and fundamental technologies 

as the predicate Omni Legend device. The table below summarizes the substantive feature / technological 

differences between the predicate and proposed devices.

Specification / 

Attribute

Predicate Device:

Omni Legend (K221932)

Proposed Device:

Omni Legend

PET Gantry Multiple detector ring configurations 

(16, 32 cm axial FOV).70 cm bore.

Multiple detector ring configurations 

(16, 21, 32 cm axial FOV).70 cm bore

Detector Unit SiPM-based light sensor with ASIC SiPM-based light sensor with ASIC

BGO scintillator crystals BGO scintillator crystals

CT System Revolution Maxima (K192686) Revolution Maxima (K192686)

Image Reconstruction 

/ Processing

Iterative Image Reconstruction, 

including Precision DL (K223212)

Iterative Image Reconstruction, 

including Precision DL (K223212).

PET Digital Gating (DDG) also known 

as MotionFree (K180318)

Enhanced AC option

Standards 

Conformance

IEC 60601-1 and applicable Collateral 

and Particular Standards.

IEC 60601-1 and applicable Collateral 

and Particular Standards.

Omni Legend technological characteristics do not create new questions of safety or effectiveness, and 

did not introduce any new risks/hazards, warnings, or limitations.

3.3

4.5
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Determination of Substantial Equivalence

Summary of Non-Clinical, Design Control Testing

Omni Legend has successfully completed the design control testing per our quality system.  No additional

hazards were identified, and no unexpected test results were observed.  Omni Legend was designed and 

is manufactured under the Quality System Regulations of 21CFR 820 and ISO 13485. GE believes that the 

extensive bench testing and the physician evaluations performed 

equivalence determination.

Omni Legend has been independently tested and conforms with IEC 60601-1 and its applicable Collateral 

and Particular Standards including IEC 60601-1-2, 60601-1-3, 60601-2-44, as well as performance testing 

per NEMA NU 2-2018.

The following quality assurance measures were applied to the development of the system:

Risk Analysis

Required Reviews

Design Reviews 

Testing on unit level (Module verification)

Integration testing (System verification)

Performance testing (Verification)

Safety testing (Verification)

Simulated use testing (Validation)

Additional Non-Clinical Testing

Additional engineering bench testing was performed to support substantial equivalence, demonstrate 

performance, and substantiate the product claims. Where applicable the testing was conducted according 

to NEMA NU-2-2018. This included testing for:

System Sensitivity 

Noise Equivalent Count Rate (NECR)

Contrast Recovery and Contrast to Noise Ratio

Spatial Resolution

Quantitation

Dose / Time Reduction (Acquisition and Image Quality)

Design for Scalability

Testing of PET Digital Gating (K180318) verified use with Omni Legend and included substantiation of PET 

Digital Gating cleared performance claims. Testing of Enhanced AC included qualitative and quantitative 

evaluation of PET images corrected with Enhanced AC, including demonstration of improvement in lesion 

quantitation.

All testing and results did not raise new or different questions of safety and effectiveness than associated 

with predicate device. GE believes the proposed Omni Legend is of comparable type and substantially 

equivalent to our currently marketed system Omni Legend (K221932).
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Clinical Testing

A clinical reader study using PET/CT exams acquired on Omni Legend was conducted. The exams 

constituted a clinically representative sample for evaluating the performance of Omni Legend Enhanced 

AC option. The results of the study support the determination of substantial equivalence. Each image was 

read by NM physicians who provided an assessment of overall diagnostic image quality using a Likert Scale

as well as the ability of Enhanced AC to correct artifacts. All of the physicians attested that their 

assessments demonstrated acceptable diagnostic results.

Substantial Equivalence Conclusion:

The modifications associated with proposed Omni Legend do not create a new Intended Use or 

Indications for Use and represent equivalent technological characteristics, with no changes to the control 

mechanisms, operating principle, and energy type.  GEHC

management processes did not identify any new questions of safety or effectiveness, hazards, unexpected 

results, or adverse effects stemming from the changes to the predicate.

Based on development under GEHC system and software verification and 

validation testing, conformance to standards, the additional engineering bench testing, and the clinical 

reader study demonstrates that the proposed Omni Legend is substantially equivalent to, and hence as 

safe and as effective for its Intended Use, as the legally marketed predicate device.
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Visit us: 
https://www.gehealthcare.com/pr

oducts/advanced-

visualization/all-

applications/volume-viewer

. 

· Volume Illumination

· Q.Freeze 2

· Autolaunch / Pre-processing

· 3D Suite

· Integrated Registration

· Bone VCAR

· GSI Viewer

* Volume Viewer option requiring 

license key 

** Separate medical device requiring 

specific license key – refer to dedicated 

product datasheet

GE Healthcare’s premium 3D Advanced 

Visualization and Image Processing platform 

brings you powerful capabilities to help you 

visualize and interpret your multimodality 

imaging data with confidence and ease.

GE Healthcare

Overview

Volume Viewer provides excellent 3D visualization and processing 

capabilities for reading and comparing CT, MR, 3D X-ray, PET, PET/MR 

and PET/CT datasets.  Volume Viewer also features a broad portfolio of 

high-performance analysis tools, automating routine tasks and helping 

to make 3D image processing a stress-free component of your routine 

workflow. 

Volume Viewer is available on VolumeShare 7, a multi-modality 

advanced visualization workflow solution that helps to enhance 

diagnostic precision and productivity.

Volume Viewer

Volume Viewer options*

Compatible Products**
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General Features

• Unified user interface, with one click 

access to your favorite tools and more 

space for displaying images.

• Customizable protocol-driven 

workflows designed to help enhance 

your clinical review productivity for a 

wide range of care areas, with 3D and 4D 

real time interaction.

• “Smart layout” protocol, which adapts 

the screen layout to the type of loaded 

exams.

• High resolution, real-time rendering 

modes: MIP/Min IP/Average; standard 

volume rendering and enhanced volume 

rendering with Volume Illumination* on 

the fly; Navigator view for endoluminal 

fly-through; lumen and curved views. 

• Compare mode for reviewing multiple 

exams and modalities, simplified with 

Dynamic Load, to load and register new 

series into the current review session, 

with Integrated Registration**

• Rich set of 2D/3D ROI tools, including 

AutoContour for 3D semi-automatic 

contouring of structures of interest (CT, 

MR, PET), and ROI color coded for tissue 

classification based on voxel values.

• Advanced tools, to take advantage of full 

3D capabilities: AutoSelect, for easy 

point-and-click segmentation; One or 

two clicks Quick Vessel Trace to analyze 

all vessels, in curved reformat, lumen, or 

MPR view; Advanced 3D processing tools.

• Summary Table extends reporting 

capabilities, while collecting 

measurements as they are deposited on 

the images.

Additional modality solutions

• Bone VCAR** combines spine labelling 

on the fly for all CT review and a 

dedicated layout to improve spine 

review.

• Dual energy images supported within

dedicated review protocols.

• GSI Viewer** provides dedicated 

capabilities for Gemstone Spectral 

Imaging (GSI) visualization.

• MR review support: Recognition of PSD 

name, and specific MR parameters at 

image loading, which simplifies protocol 

customization.

• Dedicated review workflows for PET/CT 

and PET/MR images, including PET SUV 

measurements.

• Q.Freeze 2* combines the quantitative 

benefits of 4D PET gated imaging into an 

image that provides both frozen patient 

motion and reduced image noise.

• Reformat XA provides a dedicated 

review with MPR 3D and endoluminal 

navigation for 3D X-ray angiography (also 

known as Cone-Beam CT).

Platform features

· “Smart Compression” technology for fast 

and responsive client performance on 

AW Server.

• Fast automated Pre-processing*

System Requirements

· Refer to AW Applications platform 

compatibility document

· Recommended monitor resolution is up 

to dual 2MP (1600 x 1200) or a single 

3MP (1536 x 2048)

Intended use / Indications for use

Volume Viewer is a medical diagnostic 

software that allows the processing, review, 

analysis and communication of 3D 

reconstructed images and their relationship 

to originally acquired images from CT, MR, 

X-Ray Angiography and PET Scanning 

devices. The combination of acquired 

images, reconstructed images, annotations,

and measurements performed by the 

clinician are intended to provide to the 

referring physician clinically relevant 

information for diagnosis, and surgery and 

treatment planning.

Regulatory Compliance

This product complies with the Regulation 

(EU) 2017/45 of the European Parliament 

and the Council of medical device (MDR)

This product, its features, options, and 

compatible products may not be available 

in some other countries or regions. Please 

contact your sales associate. 
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Volume Viewer

General Features

Unified User Interface

• The user interface provides one click access to favorite tools 

and more space for clinical images.

• The page layout is organized to facilitate navigation through 

the review steps. Guided protocols walk the unfamiliar user 

through a clear workflow of creating and manipulating 

volumetric data, helping to reduce the learning curve by 

providing a consistent workflow.

• The customizable toolbar can be docked at the top, bottom, 

left, or right, by a simple drag & drop. This preferred location 

is saved for future use for each user.

• An extensive set of advanced tools are grouped into 

categories on the toolbar to facilitate quick retrieval when 

needed.

• Each category and tool are easily configurable by a simple 

drag & drop in the Toolbar so that they are only one click 

away for your future reviews

• To reduce long mouse trips, up to 6 favorite tools can be 

accessible from each image via a right mouse menu.

• Customization of the toolbar and tool behaviors with a user’s 

preferences is provided in a single intuitive Preferences 

menu.

• Keyboard shortcuts and quick access tools for on-viewport 

controls

The following mouse modes are available to help you 

manipulate the images:

• Interactive VR adjustment lets you adjust VR opacity 

interactively with the mouse as Window Level/Window 

Width  

• Direct Paging (continuous or contiguous)

• Free hand rotation on 3D and oblique views

• Percentage fusion, to easily change the transparency of 

objects on fused images. There are several fusion modes 

available for your use.

• Mag glass displays zoomed-up imagery around the cursor.

Protocol management and loading

• Customizable protocol-driven workflows for a wide range of 

clinical applications, including support for multiple review 

steps. You are guided through the review steps by a 

Navigation bar at the top of the User Interface.

• Review protocols created by user with Volume Viewer can be 

saved as favorite protocols and accessed easily in routine. 

• Progressive Load enhances image loading performance.  This 

feature has two modes: 

Images are loaded in sequential mode (e.g., Reformat)

Images are loaded in interlaced mode (e.g., 3D/VR)

• In either case, image review can begin as soon as the first 

image is displayed. 

• Navigation through series and exams can be performed 

without exiting the patient list. 

Smart layout

• Volume Viewer General Review protocol presents an 

adaptive layout for single and multi-modality PACS-like 

reading of data.  This protocol distributes and displays all 

loaded series of a single exam in an intelligent layout to 

maximize use of available monitor space.  With multiple 

exams, the protocol automatically detects and distributes 

“like” series for optimal comparison.

Advanced visualization capabilities

Volume Viewer offers various capabilities to display advanced 

rendering modes:

• 3D Volume Rendering / Volume Illumination* images

• MPR views with different slice thickness. The following 

rendering modes are available for all Thick Slab: MIP, Min IP, 

Volume Rendering, Average.

• Navigator views which display interactive endoluminal views 

exportable as movies.

• Curvilinear reformatting allowing display of curved, lumen 

and cross section views for various structures (vessels, spine, 

etc.).
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• Merge multiple volume rendered models into a single view.

Multiple Volume Rendering and Volume 

Illumination* objects

• Volume Viewer allows you to merge up to 8 Volume 

Rendered models from the same series into a single 3D view.

• You can adjust independently the threshold, colors, and 

transparency of each Volume Rendering or Volume 

Illumination*

Predefined cut planes

• Volume Viewer lets the user define cut planes to isolate 

specific structures in the VR model, in 16 configurations, 

including Left / Right / Inferior / Superior / Anterior / 

Posterior / Front.

• You can then display the voxels values on each plane.

Lumen view

• Lumen View provides an unfolded 3D view around a user 

defined centerline. The lumen view can be interactively 

adjusted (rotation around the centerline, width, field of 

view).

Auto-center fly through with smart cursor

• In fly-through studies (airways, colon, angiography) 

navigation along the centerline of the structure of interest 

can be recorded step by step and can be exported as a movie. 

• In addition to the regular 180° or less Navigator view, Volume 

Viewer enables a Fish-Eye View with any wide camera angle 

value from 180° to 360°. This provides a view of structures 

both in front of and behind the users’ virtual location on the 

same image.

3D and 4D capabilities

• Volume Viewer allows 3D cursor synchronization in any 

orientation on the fly.

• Real time reformat in oblique planes is available for your 

exams, as well as simple and double oblique interactive 

modes.

• Quick access to cross reference display gives you the ability 

to display the current slice location or all slices, or other 

planes. 

• Real time interaction in 4D mode, by using Cine tool on all 

planes and 3D views for CT, MR, and PET multiphase data.

Compare mode

• With Volume Viewer several volumes can be loaded either 

from the same exam or from different exams.  This is useful 

for exam comparison (Compare Mode) or for Multiphase 

examinations (of the liver for example). The Compare Mode 

is also available for PET/CT examinations and takes 

advantage of a dual screen configuration.

• Multi-phase CT and MR data are listed as separate phases in 

the Series Selection screen, allowing selection of all phases 

or a subset of phase data for review. The Series Selection 

Panel displays the multi-phase data split into arterial and 

portal phases, for example.

• Dynamic Load, compatible with both Volume Viewer and 

Fusion protocols, lets you drag & drop 3D volumes from CT, 
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MR, PET, and 3D XA modalities into a desired viewport. With 

Integrated Registration**, Dynamic Load allows new 

volumes to be registered and loaded on the fly. Save State 

series can be restored as a separate session. For dual monitor 

configurations, a Save State series can be displayed on the 

right monitor together with a current session on the left 

monitor. For single monitor configurations, a user may simply 

switch between the two sessions. 

• The zoom and pan functions are propagated to all images 

displayed in the same orientation. 

2D/3D ROI for quantitative measurements

• Volume Viewer contains a set of basic 2D/3D tools: distance, 

angle, report cursor, arrow tool, annotation, free hand ROI 

tool, that can be placed on fused images as well.

• Easy deposition and labelling of measurements.

• All 3D ROIs can be customized, and color coded to display 

statistics computed on different intensity range and help

assessing tissue classification based on voxel values.

• All measurements are considered bookmarks and can be 

accessed by navigating through the list of measurements.

AutoContour tool

• AutoContour provides consistent tools for 3D contouring 

ROI, with the same workflow used for CT, MR, and PET 

images. 

• For CT and MR images, the contouring tool will suggest 

contour boundaries after defining 1 point or a diameter on a 

structure of interest, which can be edited prior to validation.

• For PET images, the contouring tool has been adapted for 

standard SUV calculations.

Advanced 3D tools

Segmentation tools

• AutoSelect segmentation tool helps adding or removing any 

continuous structures of interest by simple point and click.

• You can also access advanced segmentation tools such as 

Scalpel, Threshold, Dilate, Erode, Subtraction, Intersection, 

Addition, Filter Floaters.

Quick Vessel Trace (CT and MR images)

• You can perform vessel analysis with one or two points clicks 

from any CT or MR Angiography images. 

• Quick Vessel Trace automatically extracts the vessel after 

user clicks and launches vessel tracking for fast review in

curved reformat, cross-sectional, best L-section, lumen, and 

MRP view. 

• Tracking can be extended proximally or distally for a full view 

of the vessel. 

Summary table

• The Summary Table collects measurements and organizes 

them according to finding and exam date.

• The Summary Table allows interactive navigation through 

findings in the image viewports and can be docked or 

expanded.

• The Summary Table can be copied into the client clipboard 

and then pasted in email, reports, office software etc. (on AW

Server only)
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Export capabilities

• Volume Viewer contains multiple standard options for 

exporting the results of a review session:

• Save images to the database, as new DICOM series.

• Save the significant images as Key Image Note objects in the 

database. Key Image Notes and End Review allow you to flag 

images of interest as Key Image Notes (IHE profile) and push 

them to the archiving system when you exit the application.  

• Save State object are used to save the work in a new series 

containing all the post processing data (3D Model, displays, 

measurements, annotations, etc), for future review.

• Save STL, OBJ, VRML or 3MF file from 3D Volume Rendering 

/ Volume Illumination* viewport for 3D printing purposes 

through 3D Suite**.

Additional export tools are available to create specific 

sequences of images to be exported:

• The Batch tool allows creating a sequence of reformatted 

images or a sequence of rotating 3D views.

• The Movie tool creates a comprehensive movie including 

different rotations, zooms, and pan of the image, which can 

be exported as DICOM series or mpeg file.

• Quick Export: Exports in a single click a full batch of 

contiguous images at the displayed thickness for 2D images, 

or a batch of rotations of a 3D View.

• Cardiac Review and Export: Processing and reviewing cardiac 

exams for CT, MR and PET with manual oblique reformatted 

protocols can be exported into a multi-phase Cine movie that 

allows the referring physician to review the exam in a 

dynamic mode.

• Capture and send images from the viewport to your 

computer clipboard on the fly (Copy/Paste on AW Server 

only). 

Additional modality solutions

CT image quality

• CT filters to enhance or smooth CT images to help improve 

image quality on the fly. 

• The lung filter helps enhance contours of images 

reconstructed in standard mode for excellent visualization of 

lung structures

• A smoothing filter reduces noise while maintaining high 

image contrast

CT Dual energy protocols

• Three protocols are available to enable review of dual energy 

images acquired on compatible GE Healthcare scanners and 

enhancing pixels with specific ratio: DE Calcium (HU80/HU140 ≥ 

1.25), DE Uric Acid (HU80/HU140 ≤ 1.25) and DE Custom (custom 

threshold on HULow/HUHigh)

GSI Viewer**

GSI Viewer is the primary method of viewing and manipulating

spectral images.  It allows for:

· Review of monochromatic energy images at user selectable 

energy levels.

· Detailed analysis using material decomposed images (such as 

water-iodine, water calcium, liver fat, etc.) and 

complementary information using the Effective-Z images.  

· Creation of virtual unenhanced (VUE) images.

· Gout protocol with automated workflow.
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Bone VCAR**

• Bone VCAR is available in Volume Viewer toolbar and can be 

launched on the fly 

• Vertebrae are automatically recognized and labelled (deep 

learning algorithm)

• A dedicated tool provides a specific layout of the spine including 

curved views 

Review of MR studies

Volume Viewer offers support for review of MR studies, 

through dedicated protocols.

• The MR-specific parameters (PSD name, image weighting, 

scan plane, etc.) are recognized at loading and are used to 

customize the layout display.

• Anatomy-based protocols for standard review (e.g. spine, 

brain stroke…), with dedicated and guided review steps, to 

help review standard MR exams.

• Dedicated MR Cardiac Viewer for single and multiple Cine 

Review. Enables comparison between cardiac series such as 

Time Course and Myocardial Delayed Enhancement (MDE) 

images.

• Support of MR Multi Echo, Multiphase, Diffusion series.

• Support of parametric series (e.g., ADC, MTT, and other 

parametric maps) created in READY View, allowing direct 

functional measurements.

• 2D and 3D ROI propagation to other phases / series / exams 

allowing you to easily correlate information from multiple 

sources.

• In combination with Integrated Registration**, enables 

direct access to MR image registration (inter/intra exam), 

image fusion and Whole Body MR Review protocols

• Ability to automatically bind several MR axial series 

corresponding to sequential axial locations into a single 

series.  This is useful for consolidating multi-stage 

acquisitions for displaying Whole Body MR scanning. 

SUV measurements on PET images

• Volume Viewer supports Standardized Uptake Values (SUV) 

for image display and measurements. Several SUV scales are 

available like SUVbw, SUV lbm, SUVbsa, as well as SUV Peak.

• Window/level presets may be user-defined for PET images 

based on SUV values. 

• The SUV values are available in all the basic 2D/3D ROI tools 

of Volume Viewer and in the AutoContour tool. 

PET IQ improvements

• Enhanced 3D visualization algorithm to fully support Q.Clear 

PET images.

• Q.Freeze 2*provides a respiratory motion-corrected Gated 

PET volume, statistically similar to conventional static PET 

with significantly reduced or eliminated blurring effects due 

to patient respiration. It provides also a corrected Gated PET 

series where counts are summed back to each respiratory 

phase.

PET/CT and PET/MR dedicated protocols

• Volume Viewer contains a list of predefined protocols 

allowing the review of PET/CT and PET/MR data. The screen 

layouts contain fused views between the morphological and 

functional images, as well as 3DMIP rendering of PET images.

• Factory protocols are customizable for your own review.

• PET 4D protocol allows users to load and display gated and 

dynamic PET series, as well as summing or reframing these 

series.
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Platform features

Smart compression

• The Smart Compression technology automatically displays 

images with full fidelity when the image is still, then uses the 

selected compression level for increased interaction speed 

during user interaction.  This allows for diagnostic reads on 

full fidelity static images with responsive dynamic display 

even at low bandwidth.  On-image visual indicators notify 

the user when compression is in effect.

Pre-processing* features 

• Preprocessing* is a Volume Viewer option that automatically 

performs routine processing tasks and saves the results, so 

they are ready for you.  

• When new exams are transferred to the database, Volume 

Viewer recognizes user-defined keywords in the Series 

Description and launches the appropriate pre-processing. 

The results are stored in a Save State object with the original 

study so you can load it when you are ready for review.

• Preprocessing* is compatible with the following purchasable 

medical devices as separate products: AutoBoneTM Xpress, 

CardIQ Xpress Reveal, CardIQ Xpress Function, CardIQ Xpress 

Process, Advanced CTC Pro 3D EC, Colon VCAR (not available 

for sales in the US), and CT Perfusion 4D and FastStroke

AutoLaunch* features on AW workstation

• AutoLaunch* is a Volume Viewer feature that automatically 

preloads exams, so they are ready for your review.

• When you are processing a study and a new exam is 

transferred to the AW Workstation, this feature 

automatically launches the new exam with an appropriate 

Volume Viewer protocol in the background. When you are 

ready, one click in the AutoLaunch* window instantly brings 

up the exam in the Volume Viewer application, eliminating 

waiting time and extra steps to load the exam into computer 

memory for processing.

• AutoLaunch*is compatible with CT, MR and PET single 

volume protocols of Volume Viewer.

• When combined with optional applications (see “Pre-

processing” section), this feature gives access to data already 

preprocessed, that you can review by just clicking on 

AutoLaunch* window.

Summary of Operation

Volumetric models are loaded by selecting the exam or series. 

The user can select a protocol category from an anatomical 

selector or go directly to a Review Layout. In either case, 

images are loaded progressively in the background; this gives 

control to the user in just a few seconds after selecting the 

images. Selecting a Review Layout launches a volumetric 

display protocol with predefined layout preferences. Review 

Layouts may be customized and combined to suit the user’s 

workflow. Selecting a protocol category unlocks a variety of 

visual protocols that include the layout, threshold, rendering 

mode and filming formats. Some of these protocols direct the 

user through the process providing capabilities to 

interactively view and manipulate the model, increasing 

productivity and consistency for all modalities.
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