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Dear Alaine Medio: 

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 (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.  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.

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 
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device-related adverse events) (21 CFR 803); good manufacturing practice requirements as set 
forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic 
product radiation control provisions (Sections 531-542 of the Act); 21 CFR 1000-1050.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please 
contact the Division of Industry and Consumer Education at its toll-free number (800) 638-2041 
or (301) 796-7100 or at its Internet address 
http://www.fda.gov/MedicalDevices/ResourcesforYou/Industry/default.htm. Also, please note 
the regulation entitled, "Misbranding by reference to premarket notification" (21 CFR Part 
807.97).  For questions regarding the reporting of adverse events under the MDR regulation (21 
CFR Part 803), please go to 
http://www.fda.gov/MedicalDevices/Safety/ReportaProblem/default.htm for the CDRH's Office 
of Surveillance and Biometrics/Division of Postmarket Surveillance. 

You may obtain other general information on your responsibilities under the Act from the 
Division of Industry and Consumer Education at its toll-free number (800) 638-2041 or       
(301) 796-7100 or at its Internet address 
http://www.fda.gov/MedicalDevices/ResourcesforYou/Industry/default.htm.

Sincerely, 

Robert Ochs, Ph.D. 
Director 
Division of Radiological Health 
Office of In Vitro Diagnostics 
and Radiological Health 

Center for Devices and Radiological Health 

Enclosure 
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510(k) Summary
as required by 21 CFR Part 807.87(h)

Identification of the Submitter

Submitter: M. Alaine Medio, RAC
PET and PCS Regulatory Projects Manager
Siemens Medical Solutions USA, Inc.
Molecular Imaging
810 Innovation Drive
Knoxville, TN 37932

Manufacturer: Siemens Medical Solutions USA, Inc.
Molecular Imaging
2501 North Barrington Road
Hoffman Estates, IL 60192

Telephone Number: (865)218-2703

Fax Number: (865)218-3019

Date of Submission: March 24, 2017

Identification of the product

Device Proprietary Name: Biograph Horizon PET/CT Systems

Common Name: Positron Emission Tomography (PET) System
Computed Tomography (CT) System

Classification Name: Emission Computed Tomography System per 21 CFR
892.1200
Computed Tomography X-Ray System per 21 CFR
892.1750

Product Code: 90 KPS and 90 JAK

Classification Panel: Radiology

Device Class: Class II
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Marketed Devices to which Equivalence is claimed

Predicate:

Device Proprietary Name: Biograph Horizon PET/CT Systems

Manufacturer: Siemens Medical Solutions USA, Inc.

Product Code: 90 KPS and 90 JAK

Device Class: Class II

510(k) Number: K152880

Reference Devices:

Device Name: Somatom Perspective CT

Biograph mCT Family of PET/CT systems

Biograph Horizon and Biograph mCT PET/CT Systems
Update to Indications

510(k) Numbers: K151765 (Somatom Perspective CT)

K151486 (Biograph mCT Family PET/CT)

K162736 (Biograph Horizon and Biograph mCT PET/CT
Systems Update to Indications)

Device Description:

The Biograph Horizon PET/CT systems are combined multi-slice X-Ray Computed Tomography
and Positron Emission Tomography scanners. These systems are designed for whole body
oncology, neurology and cardiology examinations. The Biograph Horizon systems provide
registration and fusion of high-resolution metabolic and anatomic information from the two
major components of each system (PET and CT).  Additional components of the system
include a patient handling system and acquisition and processing workstations with
associated software.

Biograph Horizon software is a command based program used for patient management, data
management, scan control, image reconstruction and image archival and evaluation. All
images conform to DICOM imaging format requirements.

The software for the Biograph Horizon systems which is the subject of this application is
substantially equivalent to the commercially available Biograph Horizon software.
Modifications include:

∂ Corrections to software anomalies and addition of new software features, including:

o Continuous Bed Motion

o HD·Chest (including Stitched HD Chest)

o Whole Body Gating
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o HD FoV for Attenuation Correction

o Phased Matched Gating

o Low Dose CT Protocols for PET AC

o SMART Mobile Connect

o PET Dose Report

o Enhanced IT Security

o Scan Protocol Management

o TeamViewer

o Dual Topo

o True Stack

Additionally, minor modifications have been made to the patient bed electronics due to
obsolescence issues. These changes do not affect system performance characteristics and
have no impact on safety or effectiveness.

Intended Use:

The Siemens Biograph Horizon systems are combined X-Ray Computed Tomography (CT) and
Positron Emission Tomography (PET) scanners that provide registration and fusion of high
resolution physiologic and anatomic information.

The CT component produces cross-sectional images of the body by computer reconstruction
of X-Ray transmission data from either the same axial plane taken at different angles or spiral
planes taken at different angles. The PET subsystem images and measures the distribution of
PET radiopharmaceuticals in humans for the purpose of determining various metabolic
(molecular) and physiologic functions within the human body and utilizes the CT for fast
attenuation correction maps for PET studies and precise anatomical reference for the fused
PET and CT images.

The system maintains independent functionality of the CT and PET devices, allowing for
single modality CT and / or PET diagnostic imaging.

These systems are intended to be utilized by appropriately trained health care professionals
to aid in detecting, localizing, diagnosing, staging and restaging of lesions, tumors, disease
and organ function for the evaluation of diseases and disorders such as, but not limited to,
cardiovascular disease, neurological disorders and cancer.  The images produced by the
system can also be used by the physician to aid in radiotherapy treatment planning and
interventional radiology procedures.

This CT system can be used for low dose lung cancer screening in high risk populations.*

*As defined by professional medical societies. Please refer to clinical literature, including the
results of the National Lung Screening Trial (N Engl J Med 2011; 365:395-409) and
subsequent literature, for further information.
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Performance Testing / Safety and Effectiveness:

Performance testing for the CT subsystem was included in the original premarket notification
for the CT subsystems and there have been no changes affecting this testing.

PET Testing in accordance with NEMA NU2:2012 was conducted on two different
configurations of the Biograph Horizon systems, a 3 ring version and a 4 ring version (TrueV).

Performance Criteria Results Acceptance
Resolution – Full Size

Transverse Resolution  FWHM @ 1 cm Pass ≤ 4.7 mm
Transverse Resolution  FWHM @ 10 cm Pass ≤ 5.5 mm
Transverse Resolution  FWHM @ 20 cm Pass ≤ 7.6 mm
Axial Resolution  FWHM @ 1 cm Pass ≤ 5.0 mm

Axial Resolution  FWHM @ 10 cm Pass ≤ 7.0 mm

Axial Resolution  FWHM @ 20 cm Pass ≤ 11.3 mm

Resolution – 256 x 256
Transverse Resolution  FWHM @ 1 cm Pass ≤ 7.3 mm
Transverse Resolution  FWHM @ 10 cm Pass ≤ 7.6 mm
Transverse Resolution  FWHM @ 20 cm Pass ≤ 8.9 mm
Axial Resolution  FWHM @ 1 cm Pass ≤ 6.1 mm

Axial Resolution  FWHM @ 10 cm Pass ≤ 7.3 mm

Axial Resolution  FWHM @ 20 cm Pass ≤ 11.9 mm

Count Rate / Scatter / Sensitivity
Sensitivity @435 keV LLD Pass ≥ 5.8 cps/MBq

≥ 10.9 cps/MBq (TrueV)
Count Rate peak NECR Pass ≥ 78 kcps @ ≤  26 kBq/cc

≥ 135 kcps @ ≤ 26 kBq/cc (TrueV)
Count Rate peak trues Pass ≥285 kcps @ ≤ 53 kBq/cc

≥ 465 kcps @ ≤ 42 kBq/cc (TrueV)
Scatter Fraction at peak NECR Pass ≤ 40%

Mean bias (%) at peak NEC Pass ≤ 6%

Image Quality (4 to 1) - (% Contrast / Background Variability)
10mm sphere Pass ≥ 10% / ≤ 10%

13mm sphere Pass ≥ 25% / ≤  10%
17mm sphere Pass ≥ 40% / ≤  10%
22mm sphere Pass ≥ 55% / ≤  10%
28mm sphere Pass ≥ 55% / ≤  10%
37mm sphere Pass ≥ 60% / ≤  10%

All Performance testing met the predetermined acceptance values.

The device labeling contains instructions for use and any necessary cautions and warnings to
provide for safe and effective use of the device.

Risk Management is ensured via a risk analysis in compliance with ISO 14971 to identify and
provide mitigation to potential hazards beginning early in the design cycle and continuing
throughout the development of the product.  Siemens Medical Solutions, USA Inc. adheres to
recognized and established industry standards such as IEC 60601-1 series and 21 CFR
1020.30 and 21 CFR 1020.33 to minimize electrical, mechanical and radiation hazards.
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Verification and validation of Siemens systems is performed in accordance with documented
procedures, design and code reviews, test plans and specifications.  Traceability of the
requirements specified in the requirement specifications and functional specifications is
ensured during component integration, software validation and system testing.

Statement regarding Substantial Equivalence:

There have been no changes implemented in the modifications to the Biograph Horizon that
impact either the fundamental technology or the indications for use. The Biograph Horizon
with the modifications outlined in this Premarket Notification is substantially equivalent to
the currently commercially available predicate device.

Page 69 of 1152


	Table of Contents
	RTA
	001_510K Cover Sheet - Bio Horizon VJ20
	002_Forms
	002_Cover Sheet
	002_Certification
	002_Standards Forms
	002_A Form 3654 - 60601-1-2 2007
	002_B Form 3654 - AAMI ANSI IEC 60601-1-2 2007 R 2012
	002_C1 Form 3654 - AAMI ANSI IEC 60601-1-2 2014
	002_C2 Form 3654 - IEC 60601-1-2 2014
	002_D Form 3654 60601-1-3
	002_E Form 3654 60601-1-6
	002_F Form 3654 60601-28-28
	002_G Form 3654 60601-2-44
	002_H Form 3654 60825-1
	002_I Form 3654 - 61223-2-6
	002_J Form 3654 - 61223-3-5
	002_K Form 3654 - 62366-1
	002_L Form 3654 - 10993-1
	002_M Form 3654 - 62304
	002_N Form 3654 62304
	002_O Form 3654 14971
	002_P Form 3654 AAMI ANSI IEC 60601-1
	002_Q Form 3654 - NEMA DICOM
	002_R Form 3654 NEMA NU-2
	002_S Form 3654 NEMA XR-25
	002_T Form 3654 NEMA XR-28


	003_Cover Letter
	004_Indications for Use
	005_Summary of Safety and Effectiveness
	006_Truthful and Accurate Statement
	007_Class III Summary and Certification
	008_Financial Certification and Disclosure
	009_Certification to Standards and Design Control - Copy
	010_Executive Summary
	011_Device Description
	012_Substantial Equivalence Discussion
	013_Marketing Claims and Labeling
	Combined.pdf
	13_b_1 - Lung Screening ADdendum
	Table of contents
	Introduction
	Compatible systems
	Applicability

	Safety
	Description
	Intended use
	Indications for use
	Obsolete restrictions

	Index

	13_b_2 - Biograph-Horizon-VJ2xx-Examination&Acquisition-Operator-Manual_EN_11295945.01
	Table of contents
	Legal Notice
	Welcome
	Indications for Use
	Intended Use
	Use by Physician
	Proper and Improper Use
	Trademarks
	Limitation of Liability
	Certificate of Conformity
	Statutory Stipulations
	MITA Dose Reporting
	Qualification and Competence
	Substantive Improvements in Reconstruction
	Patient population
	Contraindications
	Names and parameters
	Medical practice
	Disposal of the System
	Related Documents

	Safety advice
	Safety Symbols
	Dangerous Voltage
	Radiation Exposure
	Laser Radiation
	Do Not Open
	Protective Earth (Grounding)
	Emergency Stop
	Pinch Point
	Foot Injury
	Trip Potential
	Consult Accompanying Documents
	Patient Table Maximum Load
	Defibrillation-Proof Type BF Applied Part

	Basic safety rules
	CSA Safety Agency
	General safety practice
	Radiation Exposure
	Patient Connections
	Visual Contact
	Uncontrolled System Movements and Radiation
	Contrast Medium Injector
	Fire
	Trip Hazards
	Lasers
	Documentation and Archiving
	Patient Data Privacy and Security
	Caution with Liquids and Food
	Use of Postscript Printers
	Incorrect Start Delay
	Console location
	Interrupting the Scan
	STOP keys
	In case of emergency
	E-stop Behaviors
	Recovering from E-Stop Activation

	Personal safety
	System movement safety
	Electrical shock
	Safety of laser light marker
	Safety of electronics used on patients
	Hygiene standards
	Patients with implants
	Patient monitoring
	Tripping hazard
	Electrostatic discharge

	Mechanical safety
	Fire and explosion protection
	System operating conditions
	Temperature monitoring of X-ray tube
	System overheating
	Electromagnetic Compatibility (EMC) Enviornment
	Equipment modifications
	Monitor failure
	Infusion tube tension

	Radiation safety
	Radiation control area
	Radiation warning lamps
	Radiation shielding
	Radiation protection for patients
	Deterministic radiation effects
	Radiation in CT intervention

	Software related safety
	Virus prevention and protection
	Software licenses
	Proper use of syngo


	System description and operation
	System on/off
	Switching on the system
	Switching off the system
	Restarting PET Components
	Restarting the system
	Restarting after emergency stop
	Line connection box

	Gantry
	Gantry STOP keys
	Laser light markers
	Gantry operator panel
	Gantry touch panel

	Patient table
	Table movement safety
	Moving the table vertically
	Moving the table horizontally
	Moving the table to saved positions
	Optional RTP Pallet
	Universal Physiological Measurement Module (UPMM)
	Patient Call System

	Control box
	Control box safety
	STOP key on control box
	Radiation warning lamp on Start key
	Talking to a patient
	Listening to a patient

	Computers
	Image control system
	Image reconstruction system
	PET Molecular Acquisition Reconstruction System (MARS)
	Keyboard
	Monitors
	Equipment of Other Manufacturers


	System maintenance
	System functional check
	Checking radiation warning lamps
	Checking the STOP keys
	Checking the patient table top
	Checking the laser light marker
	Checking gantry operator panels
	Checking the intercom system

	System optimization
	Calibration of the CT scanner
	System checkup
	System Cleanup and Shutdown

	System exceptions handling
	Gantry Temperature Outside Permissible Range
	Overheating of the Computer System
	Power Failure
	Resuming system operation after halt
	System delayed response

	System configuration
	Changing the Time and Date
	Dual monitor configuration
	PET Examination Configuration

	Cleaning and disinfecting
	Proper cleaning
	Proper disinfecting
	Improper cleaning & disinfecting
	Cleaning monitor screens

	Siemens Remote Service

	Quality assurance
	Quality assurance accessories
	The PET Uniform Phantoms
	Mounting the test phantoms

	CT Daily Quality
	Equipment for Daily Quality
	Positioning the CT Daily Quality Phantom
	Performing CT Daily Quality
	Daily Quality report

	PET Quality Check
	Positioning the Uniform Phantom
	Quality Check Procedure
	Quality Check Results
	Viewing Sinograms

	Scanner Cross Calibration
	Running PET Quality Check with Partial Setup
	Calculating the CCCF
	Normalizing and Calibrating the Scanner

	Constancy tests
	Calling up constancy tests
	Normal or reference test
	Phantom check
	Inner light marker test
	Sagittal and coronal light marker test
	Preview image positioning test
	Slice thickness test
	Homogeneity test
	Pixel noise test
	MTF test
	Contrast test
	Table position test
	CTDI Air test
	Low contrast test
	Constancy test results

	Camera test
	Camera test references
	Performing the camera test
	Camera test report

	Monitor test
	Monitor test requirement
	Monitor test equipment
	Measuring monitor luminance
	Monitor spatial resolution test
	Monitor homogeneity test
	Monitor test report


	Examination basics
	CT scan mode
	Sequence
	Spiral
	Multiscan
	CARE Vision
	Control Scan

	CT basic parameters
	Slice width and acquisition
	Pitch
	Feed

	Dose information
	Dose indication
	PET Dosimetry for Imaging Using F-18 FDG
	CARE Dose4D
	Dose notification
	Dose alert

	Image artifacts
	Measurement related artifacts
	System related artifacts
	Scan repetition due to image artifacts

	Scan protocols
	Creating custom scan protocols
	Saving Scan Protocols
	Average CT
	Importing scan protocols from teamplay


	Planning an examination
	Introduction to the Software
	Task Card

	Patient registration
	The Patient Registration window
	Registering a new patient
	Accessing an Existing Patient
	Defining a Study

	Patient positioning
	Patient positioning safety
	Positioning accessories

	Patient Model Dialog
	Selecting a scan protocol
	Setting up a patient position


	Routine examination
	General safety of CT examinations
	Bed Motion
	Step-and-Shoot Mode
	Continuous Bed Motion (CBM) Mode

	Acquiring a topogram
	Starting a topo scan

	Planning an exam range
	About an exam range
	Exam range object
	Scan Range/Slice Location Matching User Interface

	API & image comments
	Creating or editing an API recording

	Acquiring tomograms
	Overview of CT-Based PET Attenuation Correction
	Starting a tomo scan

	Acquiring the PET Scan
	Identifying a CT Scan for PET Attenuation Correction
	Residual Radiopharmaceutical Dose
	Volume Scaling of PET Images
	Static Sinogram
	Interrupting the Scan
	Ending the Exam
	Examination Job Processing

	Common recon parameters
	Slice width
	Recon increment
	Window
	Kernel
	Iterative metal artifact reduction
	Iterative reconstruction

	Working with recon jobs
	Starting a recon job

	Performing axial recon
	Using HD FoV
	Using extended FoV
	Using extended CT scale

	Performing 3D recon
	Images evaluation
	The Graphics toolbar

	Troubleshooting exam
	Exam parameters conflict
	Using FAST Adjust
	Using Scan Assistant
	Adding Comments to the Event Log File


	Special examination
	Dual Spiral Dual Energy
	Dual Spiral Dual Energy exam range
	Automatic postprocessing

	RTP scan protocols

	Contrast examination
	Contrast timing and volume
	Bolus injector
	Bolus Tracking
	Workflow of Bolus Tracking
	Premonitoring
	IV Bolus
	Monitoring

	CARE Contrast
	CARE Contrast safety
	Working with CARE Contrast


	Whole Body Exams
	Whole Body Dynamic Exams

	PET Gated Exams
	Overview
	PET Replay
	Static Replay
	Dynamic Replay
	Gated Replay
	Exporting or Importing List Mode Raw Data

	Cardiac examination
	Cardiac exam safety
	Preparing a cardiac examination
	Patient positioning for cardiac
	Placing ECG electrodes
	Defining heart range
	Using synthetic ECG

	CorCTA spiral
	Setting up ECG pulsing
	CorCTA spiral scan prerequisites
	CorCTA spiral scan information
	Setting up BestPhase
	Selecting a cardiac recon phase

	CorCTA sequence
	Setting up phase start
	CorCTA sequence scan prerequisites
	CorCTA sequence scan information
	CorCTA sequence recon

	Running a PET Cardiac Gated Protocol
	Auto Cardiac Registration (optional)

	PET∙CT Respiratory scan
	Respiratory signal modes
	ANZAI mode
	Open Interface mode

	Preparation for a respiratory scan
	Respiratory belt
	Respiratory synthetic sync

	Respiratory gated spiral
	Setting respiratory phase for RTD
	Facilitating peak detection
	Activating open interface mode
	Connecting VARIAN device
	Respiratory spiral scan prerequisites
	Respiratory spiral scan information
	Importing breathing signals
	Setting respiratory recon phase

	Whole Body Gated Exams
	HD∙Chest Optimal Gating
	Respiratory triggered sequence
	Respiratory sequence scan
	Respiratory sequence recon


	PET Only Exams
	Interventional CT
	Intervention general options
	Intervention screen layouts
	Setting up HandCARE

	Moving table during intervention
	Interventional CT accessories
	i-Control
	Scanning footswitch
	Monitor ceiling system
	Trolley for monitors

	Biopsy
	Changing sequence range into Biopsy
	Indication of Biopsy dose
	Scanning in Biopsy

	CARE Vision
	Indication of CARE Vision dose
	Scanning in CARE Vision


	Examination reports
	Filming and printing
	Camera
	Loading images to Filming
	Viewing a Film Preview
	Editing film sheets
	Selecting images in Filming
	Applying film layout
	Printer

	Dose reports
	Setting up the CT dose report
	Setting up the PET dose report
	Viewing dose report

	Patient protocol
	Setting up patient protocol
	Viewing patient protocol

	E-Logbook
	Activating E-Logbook
	Opening E-Logbook Browser
	Editing E-logbook records
	Exporting E-logbook records
	Printing E-logbook records
	Searching E-Logbook records


	Data accessibility and security
	File Browser
	Storage media
	DVD recorder
	USB device

	Patient Browser
	Correcting or rearranging patient data
	Using Image Stamps
	Using a Filter
	Accessing the Event History
	Displaying PET Image Statistics
	Selecting a Sinogram to Edit
	Deleting patient data
	Exporting and Transferring Patient Data
	Importing Patient Data
	Archiving patient data
	Clearing the Scheduler
	Clearing Network, Local, and Film Queues

	Data set conversion
	Setting up lossy image compression
	Converting data set

	HIS/RIS integration
	HIS/RIS patient registration
	MPPS
	Teamplay

	syngo Security Package
	Introduction
	Security information
	Safety
	Preparatory steps
	Groups & roles
	Permissions & privileges
	User accounts
	Audit Trail
	Information

	Expert-i
	Safety on Expert-i
	Installation at the syngo Workplace
	Installation at the remote computer
	Direct Login
	Single session
	Disconnecting the active connection
	License disclaimer


	Appendix
	Labels
	CE Conformance
	System

	Standard Predefined Exam Protocols
	Calibration Protocols
	PET∙CT Protocols
	PET∙CT Cardiac/Respiratory Protocols
	PET∙CT Cardiac/Respiratory Protocol Matrix

	Technical and Service Information
	Horizon Power Requirements
	Horizon System Power Requirements1
	Horizon Subsystem Power Requirements
	Horizon Power Consumption
	Anzai/Siemens Respiratory Gating System Power Requirements


	Glossary
	Index

	13_b_3 - Biograph-Horizon-VJ2xx-Postprocessing-Operator-Manual_EN_11295946.01
	Table of contents
	Legal Notice
	Welcome
	Standard Evaluation Methods
	Loading Images
	Scrolling
	Using the scroll bar
	Using the dog ear

	Selecting Images
	Selecting a single image
	Selecting images explicitly
	Selecting images up to the end of series
	Selecting complete series
	Deselecting images

	Zooming and Panning
	Zooming and panning with the mouse
	Restoring the zoom factor
	Using the Blow up mode

	Windowing Images
	Setting the scope of selection
	Assigning predefined window settings
	Windowing with the mouse
	Restoring window values

	2D and 3D Evaluation
	Measuring distances
	Measuring angles
	Evaluating regions (ROIs)
	Configuring the result display of statistical evaluations
	Evaluating pixels with the pixel lens
	Entering comments
	Deleting graphic and textual elements

	Saving Images
	Transferring Data
	Transferring images to the Viewing task card


	Viewing
	Loading and Displaying images
	Loading images
	Loading multiple studies or patients
	Loading multiframe images
	Using the image-stripe or stack display
	Dividing the image area
	Displaying images in the Mother-in-Child function
	Displaying segments in a blow-up window

	Changing Image Settings
	Selecting images
	Windowing images
	Zooming and panning
	Rotating and flipping
	Changing dimensions
	Fitting images to the Field of View
	Using the interactive movie

	2D Evaluation
	Annotating images
	Measuring length
	Customizing the graphic text
	Deleting graphic elements and text

	Saving Images
	Saving window values only

	Closing the Viewing task card

	syngo TrueD
	syngo 3D
	Loading Images to 3D
	Loading images from the Patient Browser
	Loading images from the Viewing task card
	Loading images via the 3D Series List
	Loading enhanced 4D data sets
	Closing patients

	Setting the Image Orientation
	Using Standard views
	Controlling the in-plane orientation
	Activating the orthogonal view
	Moving a cut line
	Rotating a cut line
	Rotating a VOI

	Moving through the Volume
	Shifting with the mouse

	Changing the Display Mode
	Switching to MPR with changeable slice thickness (MPR Thick)
	Switching to Shaded Surface Display (SSD)
	Changing thresholds for SSD
	Setting Light Source
	Switching to MIP ultra quality (For MR images only)
	Defining the MIP slice thickness (MIP Thin)
	Generating series of MIP Thin images
	Defining a VRT slice thickness (VRT Thin)
	Defining the Fused MPR Thick slice thickness
	Setting a visibility mask

	Using Free View
	Activating Free View

	Common interactions
	Using the clip planes
	Rotating clip planes
	Setting the clip planes upright
	Rotating objects
	Pushing/pulling clip planes
	Zooming/panning an object
	Changing the clip plane distance
	Switching between clip planes

	Using the clipbox
	Using 3D Bone Removal
	Selecting body regions
	Refining segmentation results
	Selecting a display mode
	Saving the segmentation results

	Using Fusion Function
	Loading image data sets
	Aligning image series
	Using registration matrix
	Using the alignment with landmarks
	Using visual alignment
	Using surface matching
	Using automatic registration
	Applying overlaying
	Displaying overlaid images side by side
	Displaying overlaid images in Fusion mode
	Editing the Fusion image

	Storing Images
	Saving images and series quickly

	Filming Images
	Transferring Images
	Transferring images to the Viewing task card

	Closing the 3D task card

	Media Viewer
	syngo Volume Calculation
	Changing Image Settings
	Scrolling through the image stacks

	Preparing Volume Calculation
	Setting the MIP/MPR display
	Setting evaluation limits
	Deleting images

	Defining Volumes
	Defining a volume automatically
	Restricting the expansion range
	Defining a volume interactively
	Drawing ROIs
	Nudging a ROI
	Editing ROIs

	Starting evaluation
	Displaying results
	Filming and Exporting Results
	Saving results
	Terminating evaluation


	syngo Dynamic Evaluation
	Evaluating Image Regions
	Creating baseline images
	Defining the tissue range
	Creating ROIs
	Modifying irregular ROIs

	Evaluating results
	Switching between the peak enhancement curves
	Using the Pixel Lens

	Saving, filming, and exporting results
	Saving results
	Filming results
	Exporting results to hard disk
	Printing results

	Ending evaluation

	syngo Pulmo CT
	Changing the Configuration
	Changing Image Settings
	Performing Standard Evaluation
	Starting evaluation
	Continuing evaluation with the next image

	Correcting the Lung Contours
	Including, excluding, or separating contours
	Excluding the trachea or bronchi
	Completing the contour line change

	Viewing Evaluation Results
	Switching the histogram display in standard mode

	Documenting Results
	Filming result images

	Ending evaluation

	Camtasia
	Saving the Video File


	13_b_4 - Biograph-Horizon-VJ2xx-Accessories and Information_EN_11295948.01
	Table of contents
	Legal Notice
	Welcome
	List of Accessories for Biograph Horizon Systems
	Standard Patient-Positioning Accessories
	Mattress
	Head Arm Rest
	Head Holder
	Cushioned Head Holder
	Head Restraint Set
	Table Extension
	Knee Support
	Head Rest
	Tiltable Head Holder
	Patient Body Restraint Strap 400MM
	Arm Support Complete
	Pallet/Foot Extension

	Optional Accessories
	PET American College of Radiology/Esser (ACR) Quality Phantom
	Biograph Uniform Phantom Shield - Fixed
	syngo Security Package
	Pediatric Cradle
	Computer Desk
	Computer Cabinet
	syngo Expert-I
	syngo Pulmonary CT
	Remote Hand Controller
	Dual 19" Monitor Cart
	Dual Monitor Ceiling Support
	Keyboard, English
	Keyboard, German
	Keyboard, French
	Keyboard, Spanish
	syngo Image Fusion
	Trial License for syngo Image Fusion
	NEMA PET Self-Test
	NEMA Test Suite
	PET Cardiac Gating Option
	Cardiac CT Option
	Cardiac PET/CT Option
	PET Dynamic Option
	Trial License for PET Dynamic
	Cardio Best Phase Plus
	PET Respiratory Gating Option
	CT Respiratory Gating Option
	PET + CT Respiratory Gating Option
	HiRez PET
	Biograph Ge-68 Sources
	HD∙PET
	Trial License for HD∙PET
	PET Time-of-Flight
	Trial License for Time-of-Flight
	ultraHD PET
	Install Kit with Power Distribution Computer Cabinet (PDCC)
	Seismic Install Kit with PDCC
	PET Gantry Uninterruptible Power Supply (UPS)
	Radiation Therapy Planning (RTP) Pallet
	ECG Monitoring Module (UPMM)
	SMART Auto Cardiac Registration
	Low Contrast CT Phantom for Biograph
	Care Contrast (United States)
	CT SAFIRE
	Trial License for CT IRIS/SAFIRE
	CT FAST Spine
	Trial License for Fast Spine
	CT FAST Cardio Wizard
	Acculine Radiation Therapy (RT) Install Kit
	Open Interface Respiratory Gating
	CT Dual Energy Scan with Results
	Trial License for CT Dual Energy Scan with Results
	TrueV PET
	Patient Call Button
	Call Button Connection
	VSim RT Special
	Biograph RT Package
	Multi-Series CT Attenuation Correction (AC)
	Trial License for Multi-Series CT Attenuation Correction (AC)
	iMAR
	Trial License for iMAR
	Interleaved Volume Reconstruction (IVR)
	Fast 3D Align
	E-Logbook
	Trial License for E-Logbook
	Scan Start Footswitch
	PET∙CT Gate Matching
	HD∙Chest
	Trail License for HD∙Chest
	FLOW Motion Option
	Trial License for FLOW Motion Option


	Information on Imaging for Radiation Therapy Planning (RTP)
	Compatible system
	Applicability
	Safety
	Basic safety rules
	Laser light markers for RTP
	RTP pallet safety

	Patient positioning for RTP
	RTP positioning accessories
	Positioning a patient on the RTP pallet
	Keeping the horizontal bed position

	RTP related applications
	RTP quality assurance
	Typical RTP scan modes
	Image quality of typical RTP scan modes
	HU value conversion in electron and mass density
	Geometric accuracy of image data
	RTP phantom
	Alignment of the top of patient support
	Patient bed sag


	Information on the Baby Mattress Accessory
	Compatible systems
	Applicability
	Safety
	Safety information

	Description
	Baby mattress

	Operation
	Using the flaps and the Velcro straps
	Positioning the patient
	Cleaning

	Technical specifications
	Baby Mattress
	Straps
	Cushions

	Location of labels
	Baby Mattress


	Index

	13_b_5 - Syngo-TrueD-VE14A-Lite-Operator-Manual_EN_11295950.01
	Table of contents
	Legal Notice
	Welcome
	General Information About This Document
	Intended Use
	Trademark Acknowledgements

	Safety Advice
	Fundamental Rules of Safety
	Qualification and Competence
	Specific National Regulations
	Warnings and Cautions

	User Interface Elements
	Loading Images
	Selecting Images to Load Using the Patient Browser
	Opening the Patient Browser Window
	Selecting Objects to Load
	Loading the Selected Series
	Selected Series Sorting and Validation
	Time-point Icons

	Loading Both the AC and NAC Series
	Loading Series Using Regular Expressions
	Loading from the Series List Dialog Box
	Valid Single Time-point Series Combinations
	Saving and Loading Presentation States
	Saving Presentation States
	Loading Presentation States


	Registering Images
	Registration Overview
	Automatic Rigid Registration Controls
	Visual Alignment (Rigid)
	Visual Alignment Using Cursor Panning
	Visual Alignment Using Cursor Rotation

	Landmark Registration (Rigid)
	Cardiac Registration
	Cardiac Orientation Layout


	Viewing Images
	Image Display Functions in the Common Control Area
	Layouts
	Selecting a Layout
	Creating a Custom Layout
	Blowing Up a Single Image
	Wide Screen Mode

	Navigating Images
	Using the Segment Dog Ear Control to Display the Next or Previous Image
	Using Parallel Shift to Scroll Through Images
	Using Reference Lines to Indicate Image Planes
	Using the Rotating MIP Image
	Using the Stripe Layout Scroll Bar to Scroll Through Images

	Image Display
	Segment Display and Windowing Controls in the Visualization Subtask Card
	Changing Between Axial, Coronal, and Sagittal Views
	Orientation Cube
	Using Zooming and Panning

	Specifying Thickness for Image Types
	Blending CT or MR with PET or SPECT Images
	VRT Controls in Visualization Subtask Card
	Windowing with the Mouse
	Adjusting Brightness for Non-Fused Images
	Adjusting Contrast for Non-Fused Images
	Adjusting Windowing for Fused Images

	PET and SPECT Windowing Bars
	Selecting a LUT from the Windowing Bar Pop-up Menu
	Using Extended Range in the Windowing Bar
	Using Advanced Windowing with the Windowing Bar
	Linking/Unlinking Fused Segments with Modality Segments


	Rotating MIP
	MIP Controls
	Compressing the AVI File
	Creating a MIP Series
	Saving MIP Images

	Quantification Tools
	Pixel Lens
	Sphere VOI
	VOI Quantification Details Displayed in the Segment
	Showing and Hiding VOI Quantification Details
	Deleting VOIs
	Deleting a Single VOI
	Deleting All VOIs


	Respiratory Gating
	Loading Respiratory Gated Studies
	Selecting Gated Image Series in the Series List Dialog Box

	Using Cine
	Displaying the Cine Control

	Registration
	Image Segments
	Image Text

	Dynamic Data
	Loading Dynamic Data Series
	Registration
	Image Text
	Using Cine

	Saving, Filming, and Printing Images
	Image and Close Patient Buttons
	Creating an Output Series of 2-D Images (Ranges)
	Creating a Range Based on Output Series Configuration Settings
	Creating a Range Using the Define Range Function
	Panning the Range Interactively
	Setting the Number of Images to Be Rendered Interactively
	Adjusting the Distance Between Images Interactively


	Configuration
	Opening the TrueD Configuration Window
	General Tab Parameters
	Visualization Tab Parameters
	VOI Tab Parameters
	Layout Tab Parameters
	Documentation Tab Parameters
	Specifying SUV Attributes

	Tools, Menus, and Keyboard Shortcuts
	Basic Operations
	Loading Images
	Registering Images
	Viewing Images
	Cine Control
	VRT Tools
	Rotating MIP
	Windowing Tools
	Quantification Tools
	Configuration
	Smart Select Menus

	Index

	13_b_6 - VJ20_Security_Guidelines_Addendum_Draft
	Table of contents
	Legal Notice
	Welcome
	Security Capability Information
	Disclaimer
	Device Delivery
	Device Installation - Device Integrity
	Device Installation - Device Connection
	Anti-Virus Software

	Security Capabilities
	ALOF: Automatic Logoff
	AUDT: Audit Controls
	AUTH: Authorization
	CNFS: Configuration of Security Features
	CSUP: Cyber Security Product Upgrades
	DIDT: Health Data De-identification
	DTBK: Data Backup and Disaster Recovery
	EMRG: Emergency Access
	MLDP: Malware Detection / Protection
	NAUT: Node Authentication
	PAUT: Person Authentication
	PLOK: Physical Locks on Medical Device
	RDMP: Third-Party Components in Product Lifecycle Roadmaps
	SAHD: System and Application Hardening
	SGUD: Security Guidelines
	TXCF: Transmission Confidentiality
	TXIG: Transmission Integrity

	Network Requirements
	Required Ports

	User Accounts
	Software Inventory
	References
	Glossary
	Acronyms




	014_Sterilization and Shelf Life
	015_Biocompatibility



