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1. GENERAL INFORMATION

1.1. HOW TO USE THIS GUIDE

Use this guide for both training and reference, regardless whether you are a new user, or a user who is
already familiar with the system.

Symbols, called icons, show up throughout the guide to assist you in quickly finding cautions,

suggestions, urgent information, reminders, and custom settings. You will find an explanation of these
icons in this chapter.

1.2. TEXT ICON

A Text written next to this caution sign indicates the most important information, safety

precautlons, Or warnings.

@
WY The stop sign indicates information that you should stop and read before continuing.

This icon is a reminder to do something. It may be information you read about in a
previous chapter. This icon may also indicate a suggestion or an idea, which may make it easier for you
to use the software.

MediMatic Stl — ComPACS 10.10 — Ref: COMPACS-UG10.10-13 2020/06/09 Page 8 of 225




1.3. USING THE MOUSE

In this chapter are described the main functions of your mouse to quickly accomplish common

functions and speed up your work. It teaches you mouse behavior, which is common to all Windows™
OS.

If you are used to working with Windows you can jump to the next section.

e Left Mouse Button

This button is primarily used to select/deselect items on the desktop (for example an icon), to
move items on the desktop and to open items or start applications.

To select an item on the desktop
1. Place the cursor over the item to be selected.

2. Click once and quickly release the left mouse button (called left-click). The item is now
selected.

To deselect an item on the desktop

1. Position the cursor away from the selected item.
2. Click the left mouse button to deselect the item.
To move an item on the desktop

1. Point to the item.

2. Click and hold down the left mouse button and drag the item to another location. Release the
left mouse button at this point and this will release the item in the new location.

To open an item on the desktop
1.) Double-click on the item with the left mouse button.
2.) If the item is connected to an application, e.g. ComPACS Report Manager, this application

will be started. Other items like word processing files or spreadsheets will be opened with the
tool they were created with.
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¢ Right Mouse Button

This button is primarily used to activate a context specific task menu associated with each item
on the desktop.

To complete common tasks on an item on the desktop
1. Right-click on any item on the screen.

2. A task menu appears, listing common tasks that you may want to carry out on this item. Click

a task from this new menu to activate it. In this case, it is irrelevant which mouse button you
click with.

e Middle Mouse Button

This button (if available) provides application specific functionality. Refer to the manuals of the
applications you use for detailed information.
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2. INTRODUCTION

The present user’s guide refers to the ComPACS Review Station software and integrated modules and
components.

2.1. INDICATIONS FOR USE

The device is a software product intended to be used by qualified medical professionals, after proper
installation on an appropriate hardware and middleware platform, for retrieving, archiving, transmitting,
viewing, analyzing and, reporting medical image and loops.

The software is designed to be installed by qualified IT professionals on an adequate and compatible
hardware platform.

CAUTIONS AND WARNINGS

ComPACS can be used for diagnostic putposes only according to the European 93/42/EEC,
2007/47/EC Medical Device Directive and USA FDA 510k regulations. Diagnostic use under other
regulations is expressly forbidden. Restrictions under some regulations may also apply to specific
product components.

ComPACS and integrated modules and components may be subject to additional limitations. Please
review the related certificates to determine which modules can be used for diagnostic purposes
according to the above regulations.

ComPACS and integrated modules and components are under the license, terms and warranty in this
document. Please review the license and warranty conditions carefully before using the device. Notice
that the use of this device indicates your acceptance of this license agreement and warranty.

ComPACS and integrated modules and components system requirements are indicated in the following
section. If the requirements are not met, the device may not function correctly.

The present document must be read carefully before using ComPACS and integrated modules and
components. In particular it is important to note the following warnings and advices.
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This software should not be used without prior training and a thorough understanding of the operating
instructions.

No other software must be installed in the review station other than compliant software for the
released components. Please contact ComPACS support if you want to install additional software. The
manufacturer or its representative are not responsible for problems attributable to unauthorized
changes, additions or deletions to the software or hardware device, or unauthorized installation of third
party software.

The information contained in this guide is intended only for the operation of the device. It does not
include information such as how to perform medical imaging procedures on the medical devices used
to obtain the DICOM images, on any medical procedures or on other medical devices.

Do not remove or change disks from the disk drive during disk read and write operations. This may
cause incomplete storage of data files, resulting in data loss.

If system power is lost during a patient study the content of the stored patient file may be incomplete.

Before saving or reviewing a patient study file, always double-check the patient name to be sure that it
corresponds to the correct one.

When a patient study is deleted, the files are permanently lost. Be sure to copy the patient study to
another storage media for archival before deleting it.

System administrators are responsible to ensure that the patient data is backed up daily to prevent the
risk of permanent data loss. Furthermore, a daily backup of the SQL Server database also needs to be
scheduled.

When lossy compression is selected some information will be lost. The higher the compression ratio,
then greater will be the data loss.

Workstation or viewer deployment and/or usage based on virtual desktop or remote desktop
technologies is not supported. The usage of such technologies may alter image quality displayed and
lead to incorrect diagnosis.

Only use accessories and replacements which are recommended by MediMatic.
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2.2. SYSTEM REQUIREMENTS

In order to display the Electronic Instructions For Use it is necessary to have Adobe®
Acrobat Reader installed on your system.

ComPACS Workstation and ComPACS Web Workstation

e Intel/AMD Quad Core processor ot higher

e 16 GB RAM or higher

e 80GB SATA disk or above

e 48X CD or CD/DVD combo writer

e Gigabit NIC

e (minimum) Graphics Card with 256MB and Dual DVI Dual 19” flat panel LCD color monitors

Resolution: 1280*1024 @ 60Hz, Brightness: 250cd/m2, Dot Pitch: 0.27mm Response Time: 8
ms

e (recommended) Graphics Card with at least 1 GB dedicated memory, Dual DVI, Dual 23” flat
panel LED color monitors Resolution: 1920¥1080 @ 60Hz, Brightness: 300cd/ m2, Dot Pitch:
0.27mm, Response Time: 8 ms, Contrast: 1.000:1 (typical), 2.000.000:1 (dynamic/max)

e Windows 10 Pro / Enterprise, Windows 7 Business/Ultimate

e Internet Explorer 11 or newer version

e Keyboard, Mouse

Note. Deployment based on Citrix® Virtual Desktops is not formally supported though it has
been known to work. See further warnings below.
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ComPACS Web Viewer

e Intel/AMD Dual Core equivalent processor or above
e 4 GB RAM or higher (8 GB recommended)

e 5GB disk or above

e 100Mbps or higher NIC

e (minimum) Graphics Card with 256MB and Single DVI Dual 19” flat panel LCD color
monitors Resolution: 1024*768 (@ 60Hz, Brightness: 250cd/m2, Response Time: 8 ms

e (recommended) Graphics Card with at least 1 GB dedicated memory, Single DVI, Dual 23” flat
panel LED color monitors Resolution: 1920*1080 @ 60Hz, Brightness: 300cd/ m2 , Dot Pitch:
0.27mm, Response Time: 8 ms, Contrast: 1.000:1 (typical), 2.000.000:1 (dynamic/max)

Windows 10 Pro / Entetprise, Windows 7 Business/Ultimate
Keyboard, Mouse

Note. Windows Vista Business is also supported.

Note. Deployment based on Citrix® Virtual Desktops is not formally supported though it has
been known to work. See further warnings below.

Third Party Components

When ComPACS is integrated with third party components (for example Philips QLAB) some
additional requirements may apply. Please refer to the third party component documentation for
additional requirements specifications.

A Application usage on system configurations different to those explicitly indicated is prohibited.
Users shall be responsible for any and all consequences, including incorrect application behavior,
performance, data loss, data corruption, and/or incotrect computations.

A No other software must be installed in the review station other than compliant software for
the released components. Please contact ComPACS supportt if you want to install additional software.
MediMatic or its representative are not responsible for problems attributable to unauthorized changes,
additions or deletions to MediMatic software or hardware, or unauthorized installation of third party
software.

A Workstation or viewer deployment and/or usage based on virtual desktop or remote desktop
technologies is not supported. The usage of such technologies may alter image quality displayed and
lead to incorrect diagnosis.
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LICENSE - COPYRIGHT - WARRANTY

ComPACS Review Station and integrated modules and components
MediMatic S.r.1., Copyright © 2004-2020. All rights reserved.

NOTICE TO USER: PLEASE READ THIS LICENSE AGREEMENT CAREFULLY. BY
COPYING, INSTALLING OR USING ALL OR ANY PORTION OF THE SOFTWARE YOU
ACCEPT ALL THE TERMS AND CONDITIONS OF THIS AGREEMENT, INCLUDING, IN
PARTICULAR THE LIMITATIONS ON: USE, TRANSFERABILITY, WARRANTY AND
LIABILITY.

YOU AGREE THAT THIS LICENSE AGREEMENT IS LIKE ANY WRITTEN NEGOTIATED
AGREEMENT SIGNED BY YOU. THIS LICENSE AGREEMENT IS ENFORCEABLE
AGAINST YOU AND ANY LEGAL ENTITY THAT OBTAINED THE SOFTWARE AND ON
WHOSE BEHALF IT IS USED: FOR EXAMPLE, IF APPLICABLE, YOUR EMPLOYER.

IF YOU DO NOT AGREE TO THE TERMS OF THIS LICENSE AGREEMENT, DO NOT USE
THE SOFTWARE. PLEASE CONTACT MEDIMATIC OR YOUR RESELLER FOR TERMS OF
AND LIMITATIONS ON RETURNING THE SOFTWARE FOR A REFUND.

BY USING THE SOFTWARE YOU ACKNOWLEDGE THAT YOU HAVE READ THIS
LICENSE AGREEMENT, UNDERSTAND IT, AND AGREE TO BE BOUND BY ITS TERMS.

LICENSE AGREEMENT

This License Agreement constitutes the entire, final, and exclusive Agreement and supersedes any and
all other prior or contemporaneous oral representations or agreements between the parties relating to
the subject matter hereof. Please note however that you may have another written agreement directly
with MediMatic and undersigned by both parties that supplements or supersedes all or portions of this
agreement.

No amendments or modifications of this Agreement may be made except in writing signed by both
parties. This Agreement is severable, and if any term or provision hereof is determined to be invalid or
unenforceable, such determination shall not in any way affect the validity or enforceability of the
remaining provisions hereof and any such term or provision shall be reformed, if reasonably possible,
only to the extent necessary to make it enforceable.

Software License

MediMatic Stl and its suppliers own all intellectual property in the Software. The Software is licensed,
not sold. MediMatic Stl permits you to copy, download, install, use, or otherwise benefit from the
functionality or intellectual property of the Software only in accordance with the terms of this
agreement. Use of some third party materials and services included in or accessed through the Software
may be subject to other terms and conditions typically found in a separate license agreement, terms of
use or "Read Me" file located within or near such materials and services.
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As long as you comply with the terms of this agreement, MediMatic Stl grants you a non-exclusive,
non-transferable license to use the Software in the manner and for the purposes described in the
Documentation, as further set forth below.

You may install and use one copy of the Software on one (1) computer for each valid license in your
possession. If the valid license in your possession grants you concurrent user access then you may
install a copy of the Software on more computers belonging to you or your organization up to the limit
indicated by such license. The total number of concurrent users at any time may not exceed the number
indicated by your valid license.

You may make a one (1) or two (2) backup copies of the Software, provided your backup copies are
not installed or used for other than archival purposes.

Intellectual Property Ownership

The Software and any authorized copies that you make are the intellectual property of and are owned
by MediMatic S.r.l. and its suppliers of third party components, if any. The structure, organization and
code of the Software are the valuable trade secrets and confidential information of MediMatic and such
suppliers.

MediMatic, and its third party component MediMatic S.r.l. if any, retain all right, title, and interest in
and to the Software, the Documentation, and any and all services performed in connection therewith,
and any other content, products, documentation, software, materials, or other technology related to the
Software including, but not limited to, any and all modifications, enhancements, updates, and
configurations, whether written, printed, electronic, or in source code or any other format, and any
patent, copyright, trade secret, trademark, service mark, or other intellectual property rights in any of
the foregoing (the “MediMatic Property”).

MediMatic grants only those rights and licenses expressly provided for herein and it does not hereby
transfer any title or ownership interest in the MediMatic Property, nor in any third party intellectual
property, nor in any modifications, enhancements, or derivative works thereof. You shall not interfere
with or otherwise challenge MediMatic’s rights in the MediMatic Property, nor remove or alter, nor
allow to be removed or altered, any notice, symbol, or legend of any trademark, copyright notice, or
other proprietary rights appearing in or on any of the MediMatic Property. You hereby assign to
MediMatic all rights you may have in any and all suggestions, concepts, improvements, or other
enhancements communicated by you to MediMatic that are incorporated into the Software.

You shall keep the Software and the Documentation free and clear from any claims, liens, or
encumbrances. You shall not: (i) modify, translate, reverse engineer, decompile, disassemble, create
derivative works of, or otherwise attempt to derive any source code of the Software; (i) alter or copy,
or permit a third party to alter or copy, any part of the Software, except for a reasonable number of
back-up copies of the Software for safety or archival purposes only; (iii) use the Software to provide
service bureau, time sharing, access through a public computer bulletin board or “shareware”
distribution process, or other services to third parties; nor (iv) sublicense, distribute, sell, assign,
transfer, lease, rent, disclose, demonstrate, or allow access to the Software or the Documentation to any
person except your agents or employees, and then only to the extent necessary to operate the Software
as licensed hereunder.
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Retention of Title

Title to the software licenses not fully paid by you although delivered shall be retained by MediMatic
until the receipt of full payment.

User Responsibilities

When using the Software, you shall be solely responsible for administering access privileges and
maintaining the security of all user names, passwords, and other Confidential Information (as defined
below) relating to your use of the Software. You shall promptly: a) report to MediMatic any errors or
irregularities in connection with the Software and provide copies of any and all programs, reports, data
files, and other materials requested by MediMatic; and b) provide support sufficient for MediMatic to
attempt to duplicate such failure; and c) provide sufficient test time within which MediMatic shall use
commercially reasonable efforts to correct such failure.

You understand that Licensed Material may include third party software or other intellectual property
and agrees that you shall treat such third party material as you do the Licensed Material. You shall
assume full responsibility for all risk associated with your use of the Software, including, but not limited
to, any financial obligation arising with respect to your patients or other third parties.

Restrictions

You may not copy the Software except as expressly stated in writing in the present agreement. Any
permitted copy of the Software that you make must contain the same copyright and other proprietary
notices that appear on or in the Software.

You may not modify, adapt or translate the Software. You may not reverse engineer, decompile,
disassemble or otherwise attempt to discover the source code of the Software except to the extent you
may be expressly permitted under applicable law to decompile only in order to achieve interoperability
with the Software.

The Software may include various applications, utilities and components, may support multiple
platforms and languages and may be provided to you on multiple media or in multiple copies. You are
not required to use all component parts of the Software, but you may not unbundle the component
parts of the Software for use on different Computers. You may not unbundle or repackage the
Software for distribution, transfer or resale.

YOU MAY NOT RENT, LEASE, SELL, SUBLICENSE, ASSIGN OR TRANSFER YOUR
RIGHTS IN THE SOFTWARE, OR AUTHORIZE ANY PORTION OF THE SOFTWARE TO
BE COPIED ONTO ANOTHER INDIVIDUAL OR LEGAL ENTITY'S COMPUTER EXCEPT
AS MAY BE PERMITTED HEREIN.

It is forbidden to transfer the rights to use this software without explicit written permission by
MediMatic S.r.l.

Except as permitted by the present license, no part of this guide may be reproduced, stored in a
retrieval system, or transmitted, in any form or by any means, electronic, mechanical, recording, or
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otherwise, without the prior written permission of MediMatic Stl. Please note that the content in this
guide is protected under copyright law even if it is not distributed with the related software.

The content of this guide is furnished for informational use only, is subject to change without notice,
and should not be construed as a commitment by MediMatic Stl. MediMatic Stl assumes no
responsibility or liability for any errors or inaccuracies that may appear in the informational content
contained in this guide.

Updates

If the Software is an upgrade or update to a previous version of MediMatic software, you must possess
a valid license to such previous version in order to use such upgrade or update. After you install such
update or upgrade, you may continue to use any such previous version in accordance with its end-user
license agreement only if (a) the upgrade or update and all previous versions are installed on the same
device, (b) the previous versions or copies thereof are not transferred to another party or device unless
all copies of the update or upgrade are also transferred to such party or device and (c) you acknowledge
that any obligation MediMatic may have to support the previous version(s) may be ended upon the
availability of the upgrade or update.

No other use of the previous version(s) is permitted after installation of an update or upgrade.
Upgrades and updates may be licensed to you by MediMatic with additional or different terms.

Warranty

MediMatic warrants that it has the right to license the Software to you and that the Software, as
delivered to you, will function substantially as described in the Documentation for a period of one (1)
year (the “Warranty Period”) following the date of Software purchase. MediMatic’s sole responsibility
under the warranty with respect to any material defects in the Software shall be its use of commercially
reasonable efforts to correct such defect or to replace the Software within a reasonable period of time.
If MediMatic is unable to so repair or replace the Software, MediMatic shall refund you the portion of
the Software license fee that relates to the defective portion of the Software. MediMatic further
warrants that all services provided by MediMatic shall be performed in a professional manner
appropriate to industry standards. Notwithstanding the foregoing, MediMatic shall have no
responsibility for, and this warranty shall be voided in the event of: (a) errors or defects caused by your
neglect, misuse, or damage to the Software; (b) use of the Software with any technology not in
accordance with MediMatic’s written recommended configurations; or (c) any loss or damaging
dissemination of data due to breach of security technology used by you in connection with the
Software. MediMatic does not warrant that the operation of the Software will be uninterrupted or
error-free. Except as expressly set forth in the Agreement, MediMatic makes no other warranty of any
kind, either express or implied, including, but not limited to, the implied warranties of merchantability,
fitness for a particular purpose, title, and non-infringement.

You understand and acknowledge that the Software involves the use of computer applications
performing sophisticated operations in order to assist you in the practice of medicine, but that the
Software is not a substitute for competent human intervention and judgment. You shall be solely
responsible for the accuracy and adequacy of information and data furnished for processing and any
use made by you or your employees of the output of the Software or any reliance thereon. Regardless
of whether this Agreement or any remedy hereunder may be considered to have failed of its essential
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purpose, in no event shall MediMatic’s cumulative liability to you, your patients or other parties for any
and all claims regarding the Agreement, regardless of the form of action, whether arising under
contract, tort, warranty, or otherwise, exceed the amount paid by you to MediMatic: (a) for the software
fee; (b) for the software support and maintenance fees paid during the twelve months prior to the date
this cause of action first occurred; or (c) for that portion of the services that related to the specific
liability. Notwithstanding the foregoing, under no circumstance shall MediMatic, or its third party
suppliers of component software if any, have any liability to you or any third party for any
consequential, incidental, indirect, special, or punitive damages or costs, including, but not limited to:
loss of revenue, profits, services, data or equipment; interruption of business; costs of substitute goods
or services: computer malfunction, viruses, or other digital hazard; unavailability or inaccuracy of any
data in the software; any action or non-action taken by you in reliance upon the software; medical
malpractice claims, and any and all other circumstances, regardless of whether MediMatic has been
advised, knew, or should have known of the possibility thereof. You understands that the fees charged
by MediMatic in this Agreement reflect the allocation of risks expressed by the limited warranties, the
exclusive limited remedies for breach of those limited warranties, and the limitations of liability
damages that are set forth in this Agreement. By using the Software you accept these terms and affirm
that you understand that to change them would affect the economic bargain expressed in this
Agreement.

MediMatic, at its own expense, shall defend, indemnify and hold you harmless against claims that the
Licensed Material constitutes an infringement of a patent, copyright, or other proprietary rights of a
third party (except for those claims for which you indemnify MediMatic, below), provided you permit
MediMatic, in its sole discretion, to defend or settle the claims. If the Software is held to constitute an
infringement of a copyright, patent, or other proprietary right of a third party, and your of such
Software is enjoined, MediMatic shall, at its sole expense and option: (i) procure for you the right to
continue using the Software free of any liability for infringement or violation; (ii) replace or modify the
Software with equivalent, non-infringing Software; or (iiif) upon your return of the infringing Software,
provide you a refund of the amount you paid to MediMatic for the infringing item(s), less depreciation
based on a five (5) year straight-line depreciation schedule. THIS PARAGRAPH STATES THE
ENTIRE OBLIGATION OF MEDIMATIC FOR INFRINGEMENT OF TRADEMARKS,
PATENTS, OR OTHER INTELLECTUAL PROPERTY RIGHTS.

You shall indemnify, defend, and hold harmless MediMatic, and its officers, directors, employees,
agents, successors, and its third party suppliers of software components ("MediMatic Indemnitees")
for, from, and against any claim or action brought against MediMatic by or on behalf of any of your
patients or by or on behalf of any other person or third party arising out of the acts or omissions of
your employees or agents. Moreover, you shall indemnify, defend, and hold harmless the MediMatic
Indemnitees for, from, and against any claim by any third party against MediMatic based on: (a) any
error, defect, or inaccuracy in the Software or the Medical Data caused by you; (b) your modification of
the Medical Data, provided that the foregoing claim or action would not have arisen but for such
modification; or (c) the infringement by the Software of any proprietary or intellectual property rights
of a third party resulting from your design, ideas, specifications, or alteration of the Software; or (d) use
of the Software in combination with any non-MediMatic items except those specifically approved in
writing by MediMatic.

The indemnification obligations of both Parties herein are contingent on the indemnitee providing to
the indemnitor: (a) prompt written notice of existence of any claim; (b) full cooperation in the
settlement or defense of such claim; (c) within ten (10) days of receiving such claim, all information
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reasonably necessary to defend or settle such claim; (d) all information within indemnitee’s control
necessary for the indemnifying party to conduct a defense; and (e) sole control of the defense or
settlement negotiations. The indemnitee may participate in the defense or settlement at its own
expense.

The Parties hereby acknowledge that their personnel may access information that the other Party
deems to be confidential, proprietary and of commercial value (the “Confidential Information”). As
used herein, Confidential Information means: (a) any and all proprietary or confidential business
information or data related to the disclosing Party, or such Party’s operations, employees, services,
patients, or customers, including any such information of which the receiving Party becomes aware as a
result of its performance under this Agreement, and (b) Trade Secrets, whether in oral, written, or
electronic form. With respect to MediMatic, the MediMatic Confidential Information shall include for
example the Software and the Documentation, and any source code, object code, data structures,
methods, algorithms, flowcharts, and other materials related to the Software. As used herein, “Trade
Secrets” means information related to the business of the disclosing Party that derives actual or
potential economic value from not being generally known to or readily ascertainable by other persons
and that the disclosing Party uses reasonable efforts to maintain as secret. Each Party shall only disclose
the Confidential Information to its employees or agents that have a strict need to know, and shall use at
least a reasonable standard of care to prevent disclosure of the other Party’s Confidential Information.
Without limiting the foregoing, neither Party shall disclose any terms of this Agreement to any other
entity without prior written consent. The receiving Party shall immediately notify the disclosing Party
upon gaining knowledge of any disclosure, loss, or use of the disclosing Party’s Confidential
Information in violation of this Agreement. The limitations within this paragraph shall not apply to any
information that: (i) was in the public domain at the time of disclosure or became a part of the public
domain after disclosure through no fault of the receiving Party; (i) was independently developed by the
receiving Party; (iii) was provided to the receiving Party by a third party who had a lawful right to such
information without a breach of duty owed to the disclosing Party; or (iv) is required to be disclosed by
judicial or administrative process or by law or regulation, provided that the Party so required to disclose
the Confidential Information shall notify the other Party and shall provide reasonably necessary
information to enable the other Party to take action to protect such Party’s interests. The covenants of
confidentiality set forth herein shall survive the termination of this Agreement for a period of three (3)
years.

Term, Termination and Disputes
This Agreement is effective until terminated according to the procedures specified below.

You may terminate this Agreement if MediMatic S.r.l. materially breaches any of the terms and
conditions of this Agreement and fails to remedy that breach. Upon material breach of this Agreement
by MediMatic S.r.l,, you shall notify MediMatic S.r.l. of its claim in writing and MediMatic S.r.l. shall
have ninety (90) days to remedy the breach. If the breach is not so remedied, you may terminate this
Agreement. Upon such termination of this Agreement by you, you shall immediately return the
Software, Documentation, and any other MediMatic Confidential Information to MediMatic, and
permanently destroy any such materials that may be stored in any non-returnable form including, but
not limited to, electronic, paper, fiche, etc. You shall nevertheless be responsible for all outstanding
payments for products and services provided and expenses due up to the date of termination, excepting
only payment for defective product components or services which are the proximate cause of the

breach
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MediMatic may terminate this Agreement if you materially breaches any of the terms and conditions of
this Agreement and fails to remedy that breach. Upon material breach of this Agreement by you,
MediMatic shall notify you of its claim in writing and you shall have ninety (90) days to remedy the
breach. If the breach is not so remedied, MediMatic may terminate this Agreement, and you shall
immediately return the Software, Documentation, and any other MediMatic Confidential Information
to MediMatic, and permanently destroy any such materials that may be stored in any non-returnable
form, and shall immediately pay all unpaid amounts which would have been due MediMatic after the
complete delivery of software licenses, services and support.

The parties hereto declare to be willing to settle, in a friendly way, any dispute arising about the validity,
interpretation and/or performance of these terms. Prior to bringing any action in a court of law or to
terminating this Agreement, the Parties agree that senior management representatives
(“Representatives”) from each Party will meet, in person or telephonically, within twenty (20) business
days of a Party’s written request for resolution of a dispute. The Representatives will attempt in good
faith to resolve any disputed issues. No action or notice of termination shall be brought or shall be
effective until 20 (twenty) business days after such meeting has taken place, or such later date to which
the Parties mutually agree. Should the dispute not be resolved during this meeting or a later date agreed
to by the Parties, then the aggrieved Party or Parties may bring notice of breach or termination.

All provisions of this Agreement relating to disclaimers of warranties, limitation of liability, remedies,
damages, confidentiality, and any other terms that either expressly or by their nature should survive,
shall survive any termination of this Agreement, and shall continue in full force and effect.

Assignability, Notice and Force Majeure

You may assign its rights and delegate its duties and obligations hereunder to an acquiring or successor
entity upon written notice to MediMatic. MediMatic may assign its rights and delegate its duties and
obligations hereunder to an acquiring or successor entity upon written notice to you or throughout
communication on the MediMatic’s web site.

Any notice hereunder shall be deemed to have been duly given only if submitted in writing and
delivered by (i) certified mail, return receipt requested, (if) facsimile, or (iii) reputable overnight courier
service, to the address of the receiving party as set forth herein or such other address as such party may
indicate. Notices shall be deemed delivered when received by the party being notified. The failure by
any Party to exercise any right provided herein shall not be deemed a waiver or forfeiture of any such
right.

Neither Party shall be liable for any default in its obligations under this Agreement due to natural
disasters, acts of God, riots, war, epidemics, labor disputes, governmental restrictions, mechanical or
electrical breakdown, interruption of utility services, shortages or delays in obtaining suitable materials,
transportation difficulties, acts of subcontractors, or any other acts which are beyond either Party’s
reasonable control.

Independent Contractors

The Parties agree that each is performing its obligations hereunder as an independent contractor, and
no joint venture, partnership, employment, or other relationship is being created by this Agreement.
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Neither Party has any express or implied right, power, or authority to enter into any agreement or any
commitment on behalf of the other.

Governing Law

Without limiting any other provision of this Agreement, each party shall be solely responsible for its
own compliance with all applicable laws and regulations. This Agreement shall be construed in
accordance with the substantive laws in force in Italy without respect to its conflicts of laws principles,
and any action or proceeding related to this Agreement shall be brought only in the courts located in
Genova, Italy which shall have exclusive jurisdiction over all disputes relating to this agreement. No
legal action related to this Agreement, regardless of its form, may be brought by either party more than
two (2) years after the cause of action first accrued.

VP8 CODEC

MediMatic DICOM Web Compression 1 is a non standard, lossy DICOM compression syntax that
makes use of Google® VP8 Codec that is subject to the following licensing terms.

Copyright (c) 2010, Google Inc. All rights reserved.

THE VP8 CODEC SOFTWARE IS PROVIDED BY THE COPYRIGHT HOLDERS AND
CONTRIBUTORS "AS IS" AND ANY EXPRESS OR IMPLIED WARRANTIES, INCLUDING,
BUT NOT LIMITED TO, THE IMPLIED WARRANTIES OF MERCHANTABILITY AND
FITNESS FOR A PARTICULAR PURPOSE ARE DISCLAIMED. IN NO EVENT SHALL THE
COPYRIGHT HOLDER OR CONTRIBUTORS BE LIABLE FOR ANY DIRECT, INDIRECT,
INCIDENTAL, SPECIAL, EXEMPLARY, OR CONSEQUENTIAL DAMAGES (INCLUDING,
BUT NOT LIMITED TO, PROCUREMENT OF SUBSTITUTE GOODS OR SERVICES; LOSS
OF USE, DATA, OR PROFITS; OR BUSINESS INTERRUPTION) HOWEVER CAUSED AND
ON ANY THEORY OF LIABILITY, WHETHER IN CONTRACT, STRICT LIABILITY, OR
TORT (INCLUDING NEGLIGENCE OR OTHERWISE) ARISING IN ANY WAY OUT OF
THE USE OF THIS SOFTWARE, EVEN IF ADVISED OF THE POSSIBILITY OF SUCH
DAMAGE.
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3. LAUNCHING THE APPLICATION

3.1. ACTIVATION AND LOGIN

To start the ComPACS Review Station simply double-click on the icon that is on your desktop.

ComP&cs

Viewer

The presence of the icon on the desktop depends on the options selected during
installation. Usually the link refers to an executable that is also present on the installation path: generally
C:\Program Files\Medimatic\ ComPACS\ W orkstation.

F\

The present operator’s guide for ComPACS plugged-in modules documents their use
integrated into the ComPACS Review Station. In case such components are integrated into a third
party product please refer to such product operator’s guide for specific and additional instructions.

F\

ComPACS Report Manager operates together with the Reporting and Off-line analysis
modules. If none of these modules are activated you will be prompted to activate at least one of them
before proceeding.
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At launch, the software needs some time to configure and to load the application and the installed
modules correctly. A splash window will be displayed during this operation.

MediMatic Solutions

ComPACS Review Station

Wizt ug or Contact uz throughout our web zite: WA, COMDACE, SO

Loading Plug-inz. ..

If the workstation is connected to a local archive or a remote server, a window will prompt you to login
as follows.

MediMatic Solutions

ComPACS Rewiew Station

Client AE: COMPACSWES

I zer name: || |

Pazzwiord: | |

Diamain: MEDIMATICT |

Archive: | COMPACS v
Login l ’ Anonyrmous ] ’ Cancel ]

Far infarmation or upgrades wisit; LAY, COMDACE, O

In this window you must enter your User Nawmse, your Password, the Microsoft® Active Directory (Windows®
OS login) to which your user name belongs and select which ComPACS archive to use. The last two
parameters are generally set to default values upon set-up.
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ComPACS does not force you to use an independent authentication mechanism but
exploits the same user name and passwords used to log on the Windows® OS.

Generally there is only one Arhive Confignration (the drop down menu at the bottom) in the
set-up. If there is more than one archive to which it is possible to connect, you need to make sure the
one selected is the one in which you effectively want to log in.

If no archive configuration has been configured you will be automatically directed to the
configuration window. Please refer to the chapter Confignration for more details.

In some viewer only configurations, it is possible to be logged as Anonymous users;
though you will have no access to the archive, all the functions of the stand-alone viewer will still work.
This is the default behavior when the Arehive is not installed.

S If Single Sign On is enabled for the default Amhive configuration, the system will
automatically proceed to authentication on the basis of the current Windows logged on user. In order
to inhibit such functionality, keep the Shiff key press while the application is launching.
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3.2. CHANGING PASSWORD

In order to change the log-in password, you need to select the Change Password item from the File menu.

Open File. .. Chel+F
2= Cpen Media.., ChrO
Explare Folder. .. Chrl+E

Close all Patients

Prink Setup. ..
Program Settings...
Lock Application.. .
Change Password, ..

Exit

A dialog window will display the main log-in information of the Archive you are referring to (Archive
Configuration, User Name and Domain) and prompt you to enter the current password (for safety
purposes) and the new password. The new password also needs to be retyped for confirmation.

Change User Password...

MediMatic Solutions

ComPACS

Lemamta COMPALCS

|dzer name: |a |
Damain |MEDIMATIE1 |
0ld Pasgword: | |

Mew Pasaword: | |

Confirn Passwoard: | |
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ComPACS exploits the same user name and passwords used to log on the Windows®
OS. This means that changing the password within ComPACS will also require changing the password
to access the Windows® system.

S

WY The new password must follow the rules and restrictions (minimum length, complexity,
etc..) defined by the related Windows® Domain.

3.3. IDLE TIME PROTECTION

In order to lock the application, you need to select the Lock Application item from the File menu. The
following dialog window will prompt you to enter the logged in user credentials before re-accessing the
application.

MediMatic Solutions

ComPacs
Client AE: PACS_COMPACSWES

The application is locked by user:

ser name: |E |

Pazsword: | |

Bl MEDIMATICT |

Archive: COMPACS |
[ Unlock

Far information or upgrades wisit: WA, COMDACE, COM

The application will also lock automatically after a period of user inactivity is reached on the
workstation. This period of time is defined by the system. A second timeout can also be defined to
automatically exit the application.

5107

WY If an item such as a report is in edit mode the application will not exit, but will only lock.

MediMatic Stl — ComPACS 10.10 — Ref: COMPACS-UG10.10-13 2020/06/09 Page 27 of 225




4. APPLICATION LAYOUT

The appearance of some objects within the viewer may vary. It depends on the installed
modules.

Once you have started the program, the main window will appear.

The following are the four key components to the main window.

1) The menu bar, on the top of the screen. On the menu bar you can open, save, print, edit, and close
data. You can also retrieve information and set the general properties of the software;

File  Edit ‘iew Toole Archive
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The menu bar can differ in relation to the optional modules installed. For example the Arhive menu is
only present if a local or remote archive is connected. Additional menus or submenu items may also be
present.

2) The tools bar just under the menu bar. On this bar there are various icons that represent tools (i.e.
filters, zoom, etc.) that you can apply to the selected image. In addition, there are play commands, and
buttons to enter the archive (if installed) or to open a media. Additional buttons to create reports may
also be present if the related modules are installed.

SO -E& Om-«O-= Wad AP Fpi-pp @-e- K- o-w- @M

3) The controls window on the left allows you to have direct control on a patient, a study, a study
documents and reports, a series and on the images (that are displayed as thumbnails). Here you can
retrieve the information (on patient, studies, documents and reports, series, images). You can archive,
you can attach files, and write a memo if the related modules are installed.

Patient Lizt I
0 Marne
ANDEMD  Doe John

Study List

Cate Study Mame
0&) 1307
Report Lizt I
Documents | Data
Date Tirne Title

072790 184512 Adult Echocar...

= Mod... Lat.
1 s
=13
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4) Finally, the tabs window is the main window of ComPACS Review Station, where the images and
the loops are displayed. If you are searching for a media the explore window appears in the tabs
window, indicated as an additional tab at the top; the attachments, the memos, and the reports (if the
related modules are installed) are all displayed in the tabs window.

4 b X

Images |

Images  Explorer | 4k X
[= Explore
SR + | Patients N™: 0 Studies N*: 0 Label: Media File:
Lask Mame Firsk Mame D Sex DOB Date Skudy Description Referring|
£ LA ES *
Series and Image Preview
Mod.,  N* Lat. Body Part Performing Physician
4 *
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5. QUICK START

ComPACS Review Station automatically recognizes DICOM media. To view the content of a media
simply put it in the applicable media reader (for example CD/DVD drive or Magneto-Optical drive) of
your computer.

Once the content of the media is interpreted, ComPACS automatically opens an explorer interface.

A DICOMDIR file has to be present in the root directory of the media otherwise the media
is not recognizable by the software. The ComPACS review station can read some proprietary file

formats as well, such as DSR-TIFF and DEFF.

If the media is not automatically detected it is possible to access and explore the media

content by clicking the & Open Media button on the toolbar.

A similar operation can be performed to access the central archive instead of the media

content. To do so, click the = Search Archive button on the toolbat. Please refer to Archive sections for
more detailed instructions.

At this point the list of the studies is presented, displayed with some associated information and image
thumbnails. To select a patient select it and click on open, or simply double-click on it. The same
operation can also be performed at the study, series, or image level.
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The selected items will be then opened for review. The service window on the left will display the
information about the selected patient, the study, the series and the images’ thumbnails. The Images tab
window will display the first image or loop selected. The picture below shows a sample screenshot.

06/12/2007 01:52:38PM TIS0.8 MI 1.4
S5-1/Adult

=
Documents | Data

Date Tirne Title

07/27/10 184512 Adul Echocar

If the viewer is configured to display the patient and study information header, such information will be
displayed at the top of the “Images” tab.

If multiple studies for the same patient or multiple patients are displayed, then the header will also
convey this information to the user.

5.1. QUICK ACCESS TO MAIN FUNCTIONS

If the DICOM items are image loops, they can be played by using the play commands on the tool bar.
P Forward play / Stop if re-clicked

4 Backward play / Stop if re- clicked

P and ¥ together Sweeping play

I Next frame

< Previous frame
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I Last frame

a First frame

Or by the smart keys on your keyboard.
J Play Forward / Stop
PgT Previous Thumbnail

Pgi« Next Thumbnail

<« Previous Frame
- Next Frame
T First Frame
J Last Frame

F1 On-Line Help
F2 Toggle Normal/Full Screen view

By clicking the right mouse button when the cursor is in the tabs window, a quick access menu will
appear to allow a rapid selection of some program function (i.e. zooming, display mode selection,
information, etc.).

If the mouse wheel is configured for image navigation, by moving the mouse wheel when the cursor is
over the film window it is possible to change the images displayed. Alternatively, the mouse wheel is
used to select a frame within a loop.
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6. REVIEW STATION

6.1. OPENING FILES

6.1.1 FILE FORMATS

Opening and closing a file set through the DICOMDIR, (the file that according to the DICOM 3.0
standard contains all the information on the images present in the media support), is typically
performed automatically by the program that detects respectively, media insertion and removal.

The DICOMDIR file has to be present in the root directory of the considered media. ComPACS viewer
can read some proprietary file formats as well, such as DSR-TIFF and DEFF.

6.1.2 OPENING A FILE FROM REMOVABLE DRIVES

If your computer does not allow the detection of disk insertion and removal, or the DICOMDIR file is
not in the root of the media, it is still possible to open a DICOM file set by clicking the explore icon

This can be done as well by clicking on the Fz/e menu then choosing Open Media (hotkey Ctrl+O)
8 .
Cpen File... Ckrl+F
2= Open Media... CErl4-C
Explore Folder,.,  Ctrl+E
Close all Patients
Save Image As...  Ctrl+3
&5 Print... Ctrl+P

Prink Preview

Prinkt Setup...
Program Setkings. ..

Exit

This operation opens in the tabs window, an explorer interface where you can explore the content of a
removable drive, of the local hard drive, and of the Local Area Network.
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Images Euplnrerl q4bx

SA w | Patients N*: 0 Studies N*: 0 Label Media File:

Last Mame First Marme jis} Sex DOB Date Study Description Referring|

Series and Image Preview
Mod.,  N° Lat. Body Part Performing Physician

To explore the content of a removable media directly, click on one of the icons representing the
removable media drives (CD, DVD, USB-keys etc.). For example:

(=:] (&2]

The letters on the icons depend on the settings on your computer.

The software searches for the DICOMDIR and if found, it will automatically open the related file set.

Imsoes  Ewplorer |

4 b x
BliMod. v | Patients N2 Studies N*: 2 Files Found: 52 Explored Folderiw A Testy
Last Mame First Marne o Sex | DOB First Study | Last Study Date Study Description Referring Physician
TEST CORC 10143752 F 09/0Zi3% 10/05/04 10J05i04 06/13/07
AMDEMO i )6 | 07 7
Series and Image Preview
Mod. M Lat. Body Part Performing Physician Operator Images
Protocol Stage | Comments ~
i
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A list of studies in the fileset is presented with some related information. To select a patient (or a study)
simply double-click on it. If you wish to open just one image or loop, double-click on the related
thumbnail and similarly, for single studies or series. Please note; double clicking the patient name will
open and load all studies of this patient that are in the media you are querying. If the patient has had
numerous studies, this will take some time.

The fileset is closed automatically when the medium is extracted. The fileset can also be closed by the
Close All Patients command in the File menu.

Cpen File... Ckrl+F
2= Open Media... CErl4-C
Explore Folder,.,  Ctrl+E

| Close all Patients

Save Image As...  Ctrl+S

&5 Print... Ctrl+P
Prink Preview

Prinkt Setup...
Program Setkings. ..

Exit

The same operation can also be performed from the patient list window by right-clicking and then
selecting Close Patient or Close all Patients.

6.1.3 OPENING A FILE FROM LOCAL HARD DRIVES

To open a fileset present on a local Hard Disk, or on a network place, in the explore window, click the
explore icon.

= Explore

This can be done as well by choosing Fi/e menu, then Explore Folder (hotkey Ctrl+E).
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Cpen Eile. .. Ckrl+F

2= Open Media... Chrl+-C
| Expln:nre Folder... CrkrHE
by

Close gl Patients
Save Image As..,  Chrl+5

&5 FPrint... Ctrl+P
Prink Prewview

Prink Setup...
Program Settings. ..
Exik

A dialog window appears that allows the selection of the desired folder present on a local disk, on a
local device or on a network remote device

Browse For Folder,

Select a Folder ko search to a file bo open

(= “es Workspace (E:) ~
[ER®] CicomSamples
) aloka
[C5) Esante

|C2) =eneral Electrics
) Philips
lil Siemens
I3 Toshiba o

Falder: | DicarnSarnples |

[ oK, H Cancel ]

Another way to navigate through the folders is to select Open File (hotkey Ctrl+F) from the File menu
and then select the specific file or DICOMDIK to open.

MediMatic Stl — ComPACS 10.10 — Ref: COMPACS-UG10.10-13 2020/06/09 Page 37 of 225



| [apenFik... Ctrl+F |
2= Open Media... Chrl+-C
Explore Falder...  Chrl+E
Close gl Patients
Save Image As..,  Chrl+5
&5 FPrint... Ctrl+P

Prink Prewview

Prink Setup...

Program Settings. ..

Exit

6.1.4 OPENING A PATIENT/STUDY FROM THE ARCHIVE

Open
Look in: | I3 DicomS amples
Y [ Aloka
:3 |Z)Esante

My Recent |2 General Electrics

Docurnents () Philips

— |21 Siemens
|_Z)Tashiba

|

Desktop

\\.'

tdy Documents

k&n

by Comnputer

File name:

C

My Metwork Files of type:

If a local or remote archive is connected it is possible to access the central archive instead

of the media content. To do so, click the = Search Archive button on the toolbar. Please refer to the
Archive sections for more detailed instructions.
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6.2. VIEWING IMAGES AND REPORTS

6.2.1 THUMBNAILS

Once you have loaded the image set to be analyzed, you can see it on the service window as #humbnails.

Thumbrails I
|-

You can browse it with the mouse, or by using the Control keys, or by using the Numeric pad. Also
you can use one of the two buttons created for this purpose.

= fext thumbnail (hotkey PgUp) and - previous thumbnail (hotkey PgDn).

The thumbnails will display a small key image of the object they refer to if it represents an image or
loop. Alternative, if it represents a different type of object such as a waveform or a report, it will display

some key information such as the seties modality, number and date/time.

Moreover, the thumbnails can be associated to different symbols to convey additional information
about the object they refer to:

L - for objects that contain data in a lossy format (for example a lossy DICOM transfer syntax).
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- for objects that represent single frame images.

£

- for objects that are not supported by your software version.

i

- for objects that are still being downloaded from the central archive or prepared for display.
This symbol will disappear once the download operation has completed and the object is
accessible.

3 - for thumbnails that refer to a series of objects (and not just a single object, image or loop).
This is typical for objects that often need to be stacked such as those of MR and CT modality.

6.2.2 IMAGE LAYOUT

ComPACS Review Station allows viewing one or more images at the same time. This can be done by

clicking the Zayont icon L~ and then selecting the desired splitting of the screen from the /zyout menu

0 txt
2xl
1x2
Zni
3x3
4x4
a4
6%

FBEBEHEHIAK

Cuskom ...

You can also do this by clicking the ["7ew menu and then selecting Vzew Layout

Toolz 7

Yiew Masks r
| Yiew Layaouk [ IE‘ 1x1
Stacking Mode oy I 2=t
97 Display Information Crerlay H 1xz
Fit if Larger HH z=x=z
1:1 Real Size Display HH 3x3
== Mirrar Along ¥-Axis B 4x4
|§| Mirrow Alang v-fuis i
O Rotate Clockwise 90° B axe

@ Rotate Clockwise 180° Cuskarm ...

You can customize the division of the screen (the maximum allowed value is 10x10). By double-
clicking on a thumbnail, you will see on the screen the image selected and the following images until the
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screen is full. You can move as you prefer, the images in the tabs window by simply dragging-and-
dropping them.

Please note that it is also possible to specify stacking information for a loop composed of a series of
independent single image files (typically for MR and CT series). Additionally you can specify the
unstacking of a DICOM loop into independent window views to observe the different frames in the
loop side by side. This operation will be addressed in more details in another chapter.

Below as an example, a 3x3 grid is shown; please note that changing the layout does not affect other
functions of the software.

The default stacking mode is Image Number Order B~ Please revert to this mode if you
experience some anomalous behavior in the image or loop display.

6.2.3 FULL SCREEN

ComPACS Review Station allows the full screen mode. This option can be activated and deactivated

O

using the button in the tool bar, or with the hotkey F2.
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6.2.4 ADDITIONAL INFORMATION

On the service window, together with the thumbnails, you can see three other windows showing
additional information about the active items. You have Patient list, Study list, Report list and Series list. In
other words on the service window you can retrieve all the data about a patient, a study, a report or a
series that is open for reviewing.

Fatient Lizt
ID Marne
AMDEMZ  Doe John

Shudy List
Date Study Mame
06/13/07

R eport Li=zt I

Documents | Data

[rate Time Title
0722710 18:4512 Adult Echocar...

M= Mod... Lak.
1 s
=134

Additional information is available by right-clicking on an item. Then click on the selection, DICOM
Information. By doing so, you will open a new window (Information Properties window) displaying different
information about the item selected.
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- ]

Patient
1D ANONIMIZED Cortained Studies 1
Mame Doe Jahn
Crate af Birth [w/ddém) 1941/2112 Time [hh.mrss] 1200000 Ak
Sex b ale

oKk || Aondla

Patient Information

Information rz|
Patient | Study | Series | Image | Dicom |
DICOM Tag Description Yalue

(0008, 0008) Image Type ORIGINAL -~
--------------- PRIMARY 7
--------------- SINGLE PLAME
(0003,0016) S0P Class UID 1.2.840,10005.5.1.4.1.1.12.1
(0003,0018) SOP Instance UID 1.2.5840,114236.0,913,01710200705431 20285
(0005, 0020 Study Date 11042007
(0008,0023) Content Date 20{1/1999
(0008, 00307 Study Time Shz4' B
(0008,0031) Series Time oho'o
(0003, 0033) Cantent Time Sha2'0
(0008, 0050) Accession Mumber
{0008, 0060) Modality %h
(0008, 0070) ManuFacturer TOSHIEA
(0005,0080) Institution Marme
(0003,0031) Institution Address Unknown
(0008, 0090) Referring Physician’s Mame
(0003, 1030) Skudy Description Skudy Mame
(0008, 103E) Series Description
(0003, 1050} Performing Physician's Mame
(0008, 1070) Operators’ Name (5

< >

Ok ] [ Cancel

Extended DICOM Information

The tabs Patient, Study, Series, and Image have the same meaning of the service window menus. The
DICOM tab contains all the information derived by the interpretation of the data contained in DICOM
object itself.

Another way to display this window is to click on the [zew menu and then on DICOM Information, or

directly by clicking on the Information icon ® o1 the tool bar.
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Wiew Layout 4
Stacking Mode 4

Display Information Overlay

z ¢

Real Size Display

H

Mirror Along x-Axis

-

Mirrow Along ¥-Axis
Ratate Clockwise 90°
Rotate Clockwise 150°
Rotate Clockwise 270°

e O R

Pixel Aspect Ratio Correction

[l

Full Screen Mode Fz
Select Mext View F&
Select Previous Wiew  Shift+Fa

Close View Chrl+F4

Close Al Wiews

|ﬂ Dicam Inforrmation \\%

This procedure will open a similar new window with all the DICOM information and properties of
each tab and subsequent field.

Information Properties E|
Patient | Study | Series | Image | Dicom
DICOM Tag Description Yalue

(000&,0008) Image Tvpe ORIGIMAL -
— PRIMARY
— SIMGLE PLAME
(0003,0016) SCP Class UID 1.2,840.10003.5.1.4.1.1,
(0003,0013) SOP Instance UID 000,000.1,19970311, 1140
{0008, 00207 Study Date 11/3/1997
{0008, 0023 Image Date 11/3/1997
{0008, 0030) Shudy Time 11h40'0
{0008,0033) Image Time 12h3s'n
{000s, 0050) Accession Mumber
(0003, 0060) Modality Ky
(000&,0070) Manufackurer Manufacturer
(0003, 0030) Institukion Marne HOSPITAL_MAME
(0003,0031) Institution Address HOSPITAL_ADDRESS
(0003, 0090) Referring Physician's Mame
(0003, 1030) Study Description
(0003, 103E) Series Descripkion
(0003, 1050) Performing Physician's Mame
{0010,0010) Patient's Mame PATIENT NAME
{0010,0020) Patient's ID PATIENT ID v

< b

[ QK. ] [ Cancel ]

Alternatively, you may Righ? Click on the image in the tab window and select the DICOM Information
item in the popup menu.
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Images | Archive 4 b x

View Masks
‘Wwindowing Tool
Znom Taal

Lens Tool

Pan Tool

Select Tool

Pixel Aspect Ratio Correction

Mirror Along X-Axis
Mirror Along Y-Axis
Rotate Clockwise 90°
Rotate Clockwise 180°
Rotate Clockwise 270°

Copy Chrl+C
Special Copy Chr+alt+C

6.2.5 INFORMATION OVERLAY

It may be useful to hide or show the overlay information. That means showing information about the
patient, study or image directly over the image itself. This can be done by clicking on the overlay icon

EI7 or by clicking the I7ew menu and then Overlay Mode.

&HI2 08 F-&E

Do Mot Display Overlays
Display Owverlay Bands
Display Image Owerlay

BEOE

Display Al Overlays
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Wiew Masks L4

Wiew Lawouk 4

Stacking Mode 4

Cwverlay Mode Do Mot Display Owverlays
Fit if Larger Display Cwerlay Bands
Real Size Display Display Image Overlay

ey
=3

Mirror Along ¥-Axis Display all Cverlays

*
»

Mirrow Along Y-Axis

Rotate Clockwise 90°

-

Rotate Clockwise 180°
Rotate Clockwise 270°

ol O R

Pixel Aspect Ratio Correction

O

Full Screen Mode Fz
Select Mext Wisw F&
Select Previous Wiew  Shift+Fa

Close Yiew Chrl+F4

Close all Views

& Dicorn Information

There are two main different types of overlays: a) image bands shown above the image to display main

p y & & play
patient, study, b) overlay on the image to show more detailed and configuration information (see the
settings chapter for more information).

If the Overlay Information is disabled, it will nevertheless remain on the screen for five
seconds whenever different studies or different patients are open for review to warn the user of the
change. Please be very careful when in this mode to avoid possible confusion between patients or
studies.

A dynamic overlay will also be displayed when the cursor is positioned in the bottom part of the image.
The overlay will display compression, series number, image number and frame information. For loops,
it also contains a button to start or stop playback and a slider to select specific frames.

6.2.6 VIEWING REPORTS

The “Report List” service window on the left will display the report documents and structured data
respectively in the Documents and Data tabs.

Feport List I

Documents | Data

Date Time Title
07270 124512 Adult Echocar...
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To display the report document simply click on the related item. A new tab will be opened on the right
and it will display the selected document.

510

WY In order to display the report document it is necessary to have Adobe® Acrobat Reader
installed on your system.

@ The structured data items in the Dafa tab can be analyzed only if the analysis or reporting

modules are licensed and activated.

6.2.7 CLOSING ITEMS

To clear the main window while keeping the study open for review, click on [7ew menu and then Close
View (hotkey Ctrl+F4).
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Wigw Layouk ¥
Stacking Mode r
97 Display Information Crverlay

[C1 Full Sereen Mode Fz2
Select Mextk View F&
Seleck Previous Wiew  Shift+Fa

Close Wiew Ckrl+F4

I
Close Al Yiews by

In case you have more than one image opened (i.e. layout modified) clicking on Close 1zew will close
only the selected image. To close all the images in the main window (without clearing the thumbnails)

click on Close All Views or press the * button on the tabs window.

Clicking the B button on the patient service window will close all the opened patients for review and all
the related studies. If only a single patient or study needs to be closed simply right click the appropriate
service window and select the Close xxx.... option.
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6.2.8 MULTI-MONITOR

The ComPACS Review Station allows using a multi-monitor configuration (if the appropriate module
is installed). To access the multi-monitor options click on the File menu, then on Program Settings.

<8

Cpen File,.. Chrl+F
Open Media, ., ChrHO

Explore Folder...  CbrH+E

Close All Patients

Frint Setup. ..

Program Settings...

Exit

¥

This opens a window with different tabs and subsequent fields. The tab Muw/t-Monitor allows the user to
select the desired options for each monitor. The software settings can be modified to associate specific

functions to each monitot.

o Not used.

o Main Window, i.e. Main software interface (containing the service windows).

o Additional Window, i.e. Additional image or report windows.

Monitors

1. Generic Maon-PnP Monitar

Window [h=1,
window [h=2, v

([ 1
_—y

Properties

Allows Window Manual Resize
Auto-Open Window

[] Auto-Open Additional Study
[ Displays Lists

[ Displays Feports

Type and Pozition
7 Mot Used

@ Main window

() Additional ‘wWindow

Split Manitor

Enable

Harizantal #: 2
Wertical #: 1

Automatic Dimenzions

Pos. 1]
Pos. " 1]
width: 800
Height: BOO

Dizplags Other Interface Windows
Dizplays Image Print Preview

Dizplays Repart Print Presvies Wwindow
Dizplags Report &pproval Window
Dizplays Genenc Print Preview Window
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You can decide which roles are assigned to the additional monitors. Obviously one monitor must be
the main window. The others can be selected as Additional Window. Once done, checking the desired
options in the properties box assigns that function to that monitor. Remember that if a property is
checked for a monitor, it should in general be not checked for the others.

The monitor primary properties are the following:

- Auto-Open Window. This property defines in which monitor the images and loops will be
automatically displayed when a study is opened for review. If more than one monitor is
selected, the images will be distributed across the selected monitors.

- Auto-Open Additional Study. This property defines in which monitor the images and loops will
be automatically displayed when a second study is opened for comparison. If not set, all studies
will be opened in the default monitors selected above. If more than one monitor is selected, the
images for the studies to be compared will be distributed across the selected monitors.

- Display Lists. This property defines in which monitor the patient and study lists (for example
the archive search windows) will be displayed.

- Display Reports. This property defines in which monitor the windows for creating and editing
reports will be displayed.

All the remaining properties are self-explicatory.
Furthermore it is also possible to split monitors both horizontally and vertically, emulating a multi-
monitor configuration and application behavior even in single monitor systems. The position and size

of the windows within the monitor can also be defined.

These settings will become operational only after the application is restarted.

Please note that multi-monitor options also depend on the video card installed on your
computer. If no multi-monitor function is detected then the related settings will not be available.
p g

6.3. PLAYING LOOPS

6.3.1 HOW TO PLAY

Once a DICOM file has been opened, ComPACS Review Station displays the image in the tabs
window. If the tabs window is not large enough to host a full size DICOM image it will be
automatically resized to fit in the window.
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You have different ways to control the loop playing. You can use the play icon as follow

P Forward play / Stop if re-clicked

4 Backward play / Stop if re-clicked
and . < together Sweeping play
Next frame

Previous frame

Last frame

First frame

All these commands are also included in the Too/s menu, selecting Mozion Control

=

| Mation Control . = Play Forward

Makion Eynchraniz.lé‘bgan * ] Play Backward
Maotion Speed P |%] First Frame
Firsk Image Filter b | LastFrame
Second Image Filker B | Mext Frame
Calor Filker b 4| Previous Frame
ROI Seleckion »

Lens r

Also, a dynamic overlay will be displayed when the cursor is positioned in the bottom part of the image.
For loops, this overlay contains a button to start or stop playback and a slider to select specific frames.
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There is another way to control the flow of images. You can use the Control keys
4 Play Forward / Stop
PgT Previous Thumbnail

Pgd  Next Thumbnail

<« Previous Frame
- Next Frame
T First Frame
J Last Frame

Finally the Numeric Pad may be used as follows:

Firgt Fratne —_ _ P Previcus Ieon
First I.oon ~.7 q g A
Previous + 1= Play Forward
[y 2 i) 1-—-;._5___‘___|
Negt ——=——*—=—L__ Stop
Last 1 2 3
ast Icon -~
Last Frame /// ™~ Play Backrard
IMext Teon

By clicking the right mouse button when the cursor is in the tabs window, a quick access menu will
appear to allow a rapid selection of some program function (i.e. zooming, display mode selection,
information, etc.).

If the mouse wheel is configured for image navigation, by moving the mouse wheel when the cursor is
over the film window it is possible to change the images displayed. Alternatively, the mouse wheel is
used to select a frame within a loop.
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6.3.2 SPEED CONTROL AND TRIMMING

) It . .
Press the Playback Settings button == to have access to a menu with which you can control the speed

of playback and set different limits of the loop in terms of time or frame.

Speed: A g0y By M0 Zap Sli S5y

Time (ms): | 1|[ 1572|2519
Frame N*: | | | E-E| 4140 I:I
[ 3 —:— L |

a

The speed can be changed between 400% and 25% of real time speed. The time and the frame limits
can be modified and the progress bar shows the changes.

If Cardiac ECG R-Wave information is present in the DICOM file, a button for each beat is also
displayed. By pressing one or more buttons, it is possible to limit the loop to play the selected beats.

The requested speed can only be obtained if sufficient computational resources are
available to accomplish the operation. Otherwise a reduced playback speed will occur.

The same window is accessible by Too/s menu and then clicking on Motion Speed.
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| Tools.

Makian Conkral »

Mation Synchronization  #

| Mation Speed 40 of Mominal Speed
First Image Filker m el af Mominal Speed
Second Image Filker k| 150 of Mominal Speed
Colar Filker » of Mominal Speed
ROI Selection ¥ 75 of Mominal Speed
Lens k| S0 of Mominal Speed

25 af Mominal Speed

In this dialog, you may trim the loop to be displayed by selected the start and end portion and
»

respectively clicking the ¥ and 4 atrows. The markers in the bar will change accordingly.

These settings will become operational only after the application is restarted.

These settings are just temporary and will be lost the next time the loop is re-opened for

display.

6.3.3 MULTI LOOP CONTROL

In case you are analyzing more than one loop (i.e. layout changed) you can easily control the

b~

synchronization of different loops. You can enter the Synchronization window by clicking the
button. A drop down menu will be displayed.

b Unsynchronized - Selected Loop
PP Unsynchronized - All Loops
IEI Synchronized on Loop Start Time
Synchronized on Loop Start and End Time

Most menu items have titles that are self-explanatory. This window allows, for example, to synchronize

only on the start frame 4 , or on the start and end frame etc. The same could be obtained by
using the Too/s menu and then choosing Motion Synchronization.
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1o B

Motion Control r
| Maotion Synchronization b Unsynchronized - Selected Loop
Motion Speed k| pp Unsynchronized - All Loops
First Image Filter r Ij Synchronized on Loop Start Time
BOI Selection r Synchronized on Loop Start and End Tirne
Color Filter r
Lens »

6.3.4 STACKING/UNSTACKING

Stacking means that you can build a loop with a series of single frames (for example a series of CT or
MR images) or vice versa you can divide a loop in single images to analyze the video frame-by-frame. It

is possible by accessing the stacking menu and using the B button.

Image Murber Order

Image Time Order
| Acquisition Time Order Eg
[l Stacked with Image Mumber Crder

[y Stacked with Image Time Order

[y Stacked with Acquisition Time Order

O, Unstacked Loop

In this menu, you may decide what kind of sorting you need. The default behavior is to display images
independently and sort by Image Number Order. This ordering information is generally generated by the
modality device upon acquisition and conveys the order in which the images were effectively acquired.
Other possible, but less often used, alternatives are to order using the Iwage Time (the time at which
pixel data creation started) or Acguisition Time (the time at which the acquisition of the data resulting in
this image started).

For example the next screenshot displays an MR series in which the different slices are displayed in a
grid. Clearly it is important to note that before doing any display operation, you should set the desired
layout (in the following case the layout grid is 4x4).
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Date iy Name
12/15/05  CUORE“FRO...

L Fecotliot ]
4 a-MA [ [}

The system also allows a series of MR or CT images to be stacked to be displayed and processed as if it
were a loop. In this case it is important to define how the images are going to be ordered in this loop,
generally choosing the Stacked with Image Number Order option. Once this option is selected, all open
operations that refer to a series thumbnail will be stacked into a loop.

In the opposite way the system also allows a loop to be unstacked into independent frames, shown side
by side. To activate this option, select Unstacked Loop as the stacking mode. Once this option is selected,
all open operations that refer to a loop will be unstacked into multiple image views.

Most of the icons presented take the look of the last choice done by the user.

6.4. FILTERING IMAGES

There are two different filtering options: a color filter and a dynamic filter.

6.4.1 COLOR FILTER

To add a color filter to the images click on the Color Filter button - on the tool bar, and from the
menu that appears, you can choose one of the following filters.
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Image Megative
Amber Colorization

Wheat Colorizakion

HAHHAARNA

Thalliurm Calarization
IE Rainbow Colorizakion

To access this window you can also click on the Too/s menu and then Color Filter.

This filter works with each kind of analysis (single image, multi image, and loop). To remove the effects

of the filter, just re-click the Color Filter button -

6.4.2 DYNAMIC FILTER

Another set of filters available are the Dynamic Filters or Image Filters. These filters are characterized by

buttons such as | ¥ 7 o M~ (The list of possible buttons is displayed in the menu below). By
clicking the Image Filter button you open a window where several kinds of filter are available to use.

As you can see in the following figure, by selecting a filter you impose the look of the related button.
This menu is also available by clicking on Too/s menu and then on First/ Second Image Filter.

[:\Esdge Enhancement - Low
Edge Enhancement - Middle
Edge Enhancement - High
Low Pass - Low
Low Pass - Middle
Low Pass - High
Digital Subkraction
Roadmapping (Black)

AEne @@ @ @ a

Roadmapping (white)

Set Subtraction Mask, »
Set Time Inkerval Differencing. ..
Morve Mask Left Ckrl+3hife+L
Move Mask Right  Cerl+Shift+R
Move Mask Up Crel+5hift+0
Move Mask Down Cerl+-Shift+D

=3t

If the Digital Subtraction filter is chosen from the menu, the system automatically applies the subtraction
masks as defined in the DICOM file. If no mask is defined, a set of additional operations is required.
You then need to set a subtraction mask for a single frame with the hotkey Ctrl+Shift+M or choose
one of the other options from Sez Subtraction Mask menu, as shown below.
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If the Digital Subtraction filter is chosen from the menu, a set of additional operations is required. You
then need to set a subtraction mask for a single frame with the hotkey Ctrl+Shift+M or choose one of
the other options from Sez Subtraction Mask menu, as shown below.

Sek Subtraction Mask, ¥ I@m Set Current Frame Crrl+Shifk+r

Set Time Inkterval Differencing. .. @ Set 2 Frame Average
Move Mask Left Crrl+shift+L | [E Set 3 Frame Average
Move Mask Right  Cerl+Shift+R | [@ 3et 5 Frame Average
Mowve Mask p Chel+Shift+Hl) | [ Set 10 Frame Average

- 4 1t |&

There is another mask control for the Digital Subtraction filter. You can decide to use a dynamic mask
by clicking Se# Time Interval Differencing on the previous menu. This operation opens a window where you
can decide the offset of the mask in terms of frame or time interval.

Time Interval Differencing Configuration E|
) Frame Offset: |
(%) Time Offset [ms]: 40

Once set, you can also move a mask along the image. This is useful in case where there are small
movements which need to be adjusted. You can move a mask up (hotkey Ctrl+Shift+U), down
(hotkey Ctrl+Shift+D), left (hotkey Ctrl+Shift+L) and right (hotkey Ctrl+Shift+R). The same
options can be accessed from the Image Filter menu.

It is important to underline that the filtering implies a computationally intensive operation
that reduces playback efficiency. For this reason we suggest avoiding its use during cine loop viewing in
slow system configurations.

6.5. TRANSFORMING IMAGES

6.5.1 MIRROR AND, ROTATION

ComPACS Review Station allows rotation, mirroring, and zooming on the images and loops. To do

this, click on the Zoonz/ Transforms button |E "I and obtain access to the following menu.
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Mirrow Along ¥-Axis
Rotate Clockwise 90°
Rotate Clockwise 150
Rotate Clockwise 270

L L

el & O P

Pixel Aspect Ratio Correckion

Here you have several options concerning rotation and mirroring. Please note that there’s the
possibility to correct the size of the displayed image to fit it to the screen, display it in real size or
correct the pixel aspect ratio (square pixel transform). The same menu is available by 7ight clicking on the
tabs window.

6.5.2 INTERPOLATED ZOOM

For Zooming, click once on the # 7| button. The mouse pointer will now resemble the button itself. In
this situation use the mouse wheel to obtain a zoom in/out effect. To return to the default settings,
simply double-click on the view window.

The Zoom tool is also available by right-clicking on the image and then choosing the Zoowz tool.

The quality of the display and speed of the zoom depends on the hardware installed. It is
important to note that zooming on some platforms is a computationally intensive operation that
reduces playback efficiency.

6.5.3 PAN

When the zoom is activated and the dimension of the image is bigger than the screen, you can move

the screen along the image by selecting the Pax O button, and then keeping the /ft monse button pressed
and moving the mouse on the view window. This function is available also by right-clicking on the image
and then selecting Pan Tool.

6.5.4 LENS

Another way to zoom the image is the Lens tool. This tool is identified by this button 7 that gives
access to a Lens menu.
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The same menu can be opened by clicking on Too/s menu and then on Lexns.

The appearance of the mouse pointer will be similar to a lens. Keeping the /f? mouse button pressed and
then moving the mouse along the image creates a lens effect. Refer to the following page for an
example.

6.5.5 BRIGHTNESS AND CONTRAST

To change the brightness and contrast levels, use the Brightness 7 button. It will open a window
where you can change the brightness and contrast values for one image or for all the images.
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Another way is to click on the button ¥ 7 and then keep the left button pressed while over the
image. Scrolling the mouse up and down will change the level of contrast; scrolling the mouse right-left
will change the brightness level. To reset the original value, double-click on the image.

Another tool present on the above window is the windowing tool. A monitor is not capable of
displaying more than 256 gray levels therefore if the selected image contains a greater number of gray
levels, it is necessary to establish the value range that must be displayed and rescale it to a 256 levels
range.

Normally, if the image requires a windowing operation, the possible window(s) are stored with the
image in the DICOM file. These automatic settings, if present, are available in the combo box. By
selecting an item in the drop down menu the related windowing levels will be applied.

Windowing Lewvelz Settings

Lo High: Center: width;
L

W

[ Auta on Frame l [ Auto on Loop l

If these settings are not present, it is possible to calculate them automatically by use of the
Auto buttons or to set them manually in the edit boxes at the bottom of the control window. The boxes
indicate the Centerlevel of the window and the window Widzh.
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6.5.6 ROI SELECTION

It is possible to select a ROI (Region of Interest) on the view window by using the 7 button. A
drop down menu will list all the possible choices.

Cov e @y o -
Rectangular Selection

7+ Elliptical Selection
|‘{'1 Polygonal Selection |

v Irreqular Seleckion

Remoyve Selection

Once the option is activated, you may draw the ROI by using the mouse buttons. The left click adds a
point and the right click removes it. The geometry of the ROI will depend on the option chosen.

These ROIs can then be used for all operations that can support them, for example printing or
exporting to AVI or to Multi-Media image formats.

6.5.7 MASKING

You may hide or replace portions of the image or loop by applying a mask which will be overlaid onto
the image. The opaque portion of the mask will replace the image content whereas the transparent ones
will keep the underlying region visible.

06/12/2007 01:56:58PM TIS2.3 MI 1.2
$5-1/Adult

M3 M4

Simply right click on the image and access the View Masks menu to manually select a mask or let the
system automatically pick the best one out of the available choices. These masks can then be used for
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all operations that can support them, for example printing or exporting to AVI or to Multi-Media
image formats.

The available need to configured in application properties for each User Profile before they
can be used in the application.

6.6. STRESS ECHO

In cases where ComPACS Lite Viewer recognizes a Stress Echo examination in the DICOM fields, it
creates a new menu on the service window (above the thumbnails window).

In this menu, all the different stages and views of the examination are available so it is very easy to
choose a particular stage by clicking on the S#ess Echo menu. You can also change stage or view by
clicking the small arrows on the right of the menu.

Depending on user settings, ComPACS will automatically open the first view or the first stage.
Furthermore the playback speed can be set to 50% and the synchronization to the start-end of the
loops. The information about the view, stage and heart rate will be displayed as image overlays.

When the study is closed, the viewing preferences will return to their original value.
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Clicking the Fie menu, then on Se#fings and selecting the Stress Echo tab, the user settings can be viewed
and modified if necessary.

General Settings

Restore Default Set As Default

Reduce Playback Speed to 50%
| Automatically Synchronize on Start-End

| automatically Open First Wiew
Automatically Open First Stage

ComPACS Lite Viewer allows shuffling between a stage and a view by clicking the shuffle button.

This shuffling is possible with all views and stages recognized by the viewer in the DICOM
header of the file. If such information is not stored in the DICOM file, the stress echo protocol will not
be automatically detected.

If more than one acquisition has been performed for the same stage and view, a rectangle, containing
the number of such acquisitions, will be displayed as an overlay to inform the user.

Timer 0°15°

Clicking the left mouse button within the rectangle will display a menu with the list of such different
acquisitions. Selecting an item in the list will update the display accordingly. The selection will persist
until the study is closed.
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6.7. PRINTING OR EXPORTING TO MULTI-MEDIA FORMATS

6.7.1 AVI EXPORT

The ComPACS Review Station allows saving loops in AVI format to embed them in Microsofi®
PowerPoint presentations. To save a loop in AVI format, click on Fi/e menu and then on Save Loop As
(hotkey Ctrl+L)

[F0] Edt View Toos 2

Open File, .. Chrl+F
25 Open Media.,,  Chr+O
Explore Folder,,,  Cti+E

Close All Patients

Save Image As...  Chri+S

| Save Loop As. .. Chrl+L |

&) Print... L\\EtrI+P

Prink Preview

Prink Setup...

Program Settings...

Exit
This operation opens a new window where you can set some of the properties of the AVI file:

e Trimming, i.e. setting the start and end frames.

e Cropping, i.e. Entire View, Selected Image, or Selected ROI. (Please note that a ROI needs to be
first selected in the view window for the Selected ROI option to be available.)

e Masking. For this option to be available it is necessary to first select and activate the mask in
the view window. The mask will remain valid for all export operations.

e Zoom, expressed as a percentage of the original view.

e ['PS — Frames per Second.

e Compressor. This exploits the list of AVI CODECS installed on your Windows® OS.
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Please make sure the CODEC used to generate the AVI file is also available on the system
that is intended to open/review the file.

Export Images & Loop
it
*

Loop Source Compresgion and Zoom

© Entie View FPS: ) <

(®) Selected Image (1:1)

R ——— Zoom [%] : Destination; |AVI File: v

Options
’ Compreszor ] | |
6.7.2 FRAME EXPORT

With the software it is also possible to export a single frame to a multi-media file. To do so, click the
File menu, and then on Save Image As (hotkey Ctrl+S).
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Cpen Eile. .. Ckrl+F
2= Open Media... Chrl+-C
Explore Falder...  Chrl+E

Close gl Patients

| %e Image fs,., Ckrl+5

&5 FPrint... Ctrl+P
Prink Prewview

Prink Setup...
Program Settings. ..

Exit
This operation opens a new window where you can set some of the properties of the output file:

o Cropping, i.e. Entire View, Selected Image or Selected ROI. Please note that a ROI needs to be first
selected in the view window for the Selected ROI option to be available.

e Masking. For this option to be available it is necessary to first select and activate the mask in
the view window. The mask will remain valid for all export operations.

e Zoom, expressed as a percentage of the original view.
e Output format (for example TIFF, [JPEG or BMDP).
e Compression Quality, where applicable.

6.7.3 PRINTING IMAGES

Another way to export images is printing.

=

ComPACS Review Station allows printing images by clicking the Print button
menu and then Print (hotkey Ctrl+P).

ot by clicking on File
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Cpen Eile. .. Ckrl+F
2= Open Media... Chrl+-C
Explore Falder...  Chrl+E

Close gl Patients
Save Image As..,  Chrl+5

&5 FPrint... Ctrl+P
| Prink Pregieu\L

Prink Setup. L“E

Program Settings. ..

Exit

In that window you can hide, show or edit the details of a patient.

Printer

Mame: Microsoft Office Document Image Wiriter W
Status: Ready

Type: Microsoft Office Document Image Writer Driver

Where: Microsoft Document Imaging WWriter Port:

Comment: [ Prirt to File

Frint range Copies

® all Mumber of copies: 1 2

]
ks
[ Print Image Cnly I [o]'4 ] [ Close ]

Print Information

Title: DOE SUSAN Dake: 03f04/2001
10 123-4 Inskitute: Sample Institute
Mokes: Physician: 14r. John Srrith

This is & sample commert.|

The software also allows setting some printer properties such as page type and margins by clicking on
File menu and then on Print Setup.

Also, before printing it may be useful to have a preview. This is possible with ComPACS Review
Station by clicking on Fike menu and then on Print Preview.
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By doing this a new tab is opened displaying the page to be printed.

i)
ANDEMO  Doe John

ist L=

4 B
Date: Study Name,
06/1307

eport Lis e

Cpen Eile. .. Ckrl+F
2= Open Media... Chrl+-C

Explore Falder...  Chrl+E

Close gl Patients

Save Image As..,  Chrl+5
&5 FPrint... Ctrl+P
| Prink F'rE'ITQhW

Prink Setug?'..

Program Settings. ..

Exit

ive  Print Preview

Doe John

13 ANDEMO
Instihute:

6.8. EXPORTING TO DICOM FOLDERS OR MEDIA

To export selected items to a folder or to removable media you can simply right-click on the image
thumbnail, series, study or patient in the service window displays and select the Export function from the
pop-up menu.

MediMatic Stl — ComPACS 10.10 — Ref: COMPACS-UG10.10-13 2020/06/09 Page 69 of 225



Close Patient
Close all Patients

DIZOM Information.. .

Export...

Export All...

archive...
archive all...

Minirnize window

The process is practically identical to the archive process. Please refer to the section of this guide that
addresses the archive process for a more detailed description. Here you need to click the Expors button
instead of the Arhive button to activate the function. At this point an additional dialog is displayed, as
shown below.

Select Export Destination

Media Title: IOHMS0N ROBERTD | [ Settings ]

COutput Options
Thumbnail in DICOM DIR: [ Always Fuor s For US
Lite Viewer

Exporting to Folder
COutput Folder:

|C:\Temp\Tests\ |’ Browse ]

[ Export ]

CD/DYD Burning
Recarder: CD/DYDW TS-LE32D v| Speed:

[ Burn Media l [ Print Label ]

I Cancel l

In this window you need to indicate the desired destination, such as a folder or a removable media, as
well as some indications on the output format:

e If pre-built thumbnails need to be placed in the DICOMDIR (some viewers are not capable of
managing DICOMDIRs with such information).
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e Ifalite viewer needs to be burnt together with the image set.

These settings can be defined as well as some additional information for label printing by clicking on
the Seztings button.

Export Settings E|

Export Options

|E:\Temp\Tests\ |

E=part Falder: Browze ]

|E:'\Temp\ |

Temporary Folder: Browse

Recorder: |EDJDVDW T5-LE32D

I

V| Speed: <mag

Output Options

Thurmbnail in DICOM DIR: [ Always Far ¥, For LS
Lite Wiewer

Label Options

Default Printer: Microsoft Qffice Document Image “writer b | [ Test
Institute Mame: Test instituke narme

Ingtitute Address:

CD Label

Jewel Caze Top:
Jewel Caze Side:

Lo ]

Test ingtitute address

Offset 3 [mm]:
Dffset 3 [mm:
Difeet % [mm]
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7. PROPERTIES SETTINGS

It is possible to set several general properties of the software by clicking on Fif menu and then on
Program Settings.

Cpen File, .. Chrl+F
2= Open Media, ., e+
Explore Folder,..  Chkri+E

Close all Patients
Save Image As...  Chrl+3

&5 Print... Ctel+P
Print Prewview

Print Setup. ..

| Program Setkings. ..

g

Exit
A new dialog window appears.
[ Restore Defaut ] Set As Defaul ]
Custom Localization Settings
Language: [Enghsh (United States) [English] ']

Date Format: ‘Year-Day-Morth - Separator / Year Max: 2050
Time Format: 24 Hour Clock - Separator

Measurement System: [Metric b

Decimal Separator:

General Hardware Accelerstion

Disable Direct X Blitting || Disable GDI+ || Disable MMX

General & Overay Settings

Hide Unsupported Syrtaxes in Thumbnails Auto Windowing on Open

Display in Overay Patient Study Info Display in Overday Image N and Frame Info
Display in Overay ¥-Ray Patient Position Angles

Display in Overay Protocol Info Display in Overay Heart Rate & Events

Special Review Settings

[ Automatically trim loop f R-Wave information is present Beat N°: 1
Display Patient 1D, Name and Study Date in Film Window
Use Mouse Wheel for Navigation on Study Images
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Here you can set the general parameters to optimize the performance of ComPACS Review Station and
to customize some functions. In particular you will notice the following tabs:

General Settings — On this tab you can select the localization preferences (language, measurement system,
decimal separator, date & time displays), the hw/sw acceleration features, and the image overlay
settings.

In this section it is also possible to automatically trim the loops to a specified number of beats, if the
Cardiac ECG R-Wave information is present in the DICOM file. If the number of beats is not
specified but the trimming option is enabled, the loop will be trimmed to play all the complete cardiac
cycles.

It is also possible to always display the patient and study information in the film window and to define
the application behavior when the mouse wheel is used over the film window.

DICOM — On this tab you can select specific DICOM conversion/interpretation options as well as
checking if any specific proprietary plugins are installed.

Windowing — On this tab you can select the pre-defined windowing levels to be later selected. For easier
access and management, these levels can be arranged in groups and indicated either as center/ width levels
ot low/ high levels depending on your preferences.

Masking — On this tab you can select the pre-defined masks to be applied to automatically anonymize
images and loops. For easier access and management, these masks can be arranged in modalities and
groups. Different DICOM values can be specified for each mask in order to allow the system to
automatically select the best mask for a particular DICOM file.

Multi-Monitor — Addressed in the multi-monitor chapter.

Stress Echo — In this window it is possible to select the specific settings for the Stress Echo Module.
Please refer to the Stress Echo chapter for further information.

Changing these properties requires in-depth knowledge of ComPACS Review Station and
with the applications of your computer.

Additional tabs may be present in relation to the optional modules installed.
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8. THE ARCHIVE

8.1. QUERY & RETRIEVE

8.1.1 NORMAL QUERY

=

To query the local or remote archive to retrieve data, click on the Search Archive button or select

Search Archive from Archive menu.

| tuchive |
|§ Search Archive m

The Archive interface is opened in the tabs window. In this interface, you can decide the querying
option.

Images Archive | apx
COMPACS ~ inset Date ~ Ml Bssgnmeris Al Ongins © AlModsiies =y Staius ~ Ay Uigency -
Today J[ testzbae [ test3Dae || lastZDas  |[ Refesn | Reset | A Provdes -

Patient Last Name Patiert ID [ seaen [7][  Advancedseamen |
Patients N': 0 Studies N0
it Patient New Study Edit Study Accept Study
List of Patierts List of Studies

LostNeme  FirstName  ID Sec  DOB First Study _ Last Study Date Time  StudyDescription  Accession 2 Status Urgency Assigned OrderDate  Time  Referr

Series an d Image Preview

Mod. N°  lat. Date Time  Description Body Part Performing Physic... Operator

In the top portion of the window set the query parameters; the results are displayed in the window in a
similar way to the one used to retrieve studies from media.
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At the top of the window, by clicking the drop down menus, you can choose different search options
and some result filtering information:

e Choosing which Archive to search or if all archives are to be searched simultaneously.

e Choosing the search date criteria. This determines if the queries based on study dates are to be
interpreted as the date in which the study was performed, the date in which the study was
stored into the archive or the date of the study last assignment.

e Tiltering on the assignments (if a study is assigned to a user or a group).

e Tiltering on the origins (the Application Entities that stored the object as defined and grouped
using the Web Tool).

e Tiltering on the providers (the entities that are responsible for performing the studies ordered,
as defined and grouped using the Web Tool).

e Tiltering on the modalities to query for.

e Tiltering on the status of the study (created, in progress, etc.).

e Tiltering on the urgency of the study.

A Some filters or query options may depend on Server Side functionality and may not function

correctly for all archives.

The top buttons allow the operator to process the query (Search button filtered on the Patient 1ast Name
or Patient ID or predefined date queries such as Today, Last 2 Days, Last 3 Days or Last 7 Days).

The default behavior of the search buttons is to clear the result list and execute the query. Alternatively,
by clicking the arrow to the right of the Searvh button, it is possible to search without resetting the
results. In this case the new results will be added to the already listed ones.

Search
Search without Resetting Results
Advanced Search ...

8.1.2 QUERY RESULTS, COLORS AND INFORMATION ICONS
The results are shown in the lists below.

The layout is arranged as follows:

e On the top left hand side are the patients matching the query.
e On the top right are the available studies for the selected patient.
e On the lower left are the available series for the selected study.
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¢ On the lower right are the available object items for the selected series. These objects are
organized in tabs according to the different types.
¢  On the bottom left, if available, a thumbnail display for the identified objects.
Patients N 1 Studies N*: 1
New Patient Edt Patient NewSudy | [ EdtSudy | [ Accept Sudy Enable Merge/Move
List of Patients: List of Studies:
LastMame  FirstName 1D Se«  DOB First Study  Last Study Date Time  Study D on  Accession # Status Urgency Assigned OrderDate  Time  Referr
Doe Susan o F 1945/31/10 2015/18/12 2015/18/12 2015/18/12 13:27:29  Echoc graphy CPSA20150001 Exam In Progre. 2015/18/12  08:15:00
[ oen [v] [ Remove | [ ssgn[r] [ Remse|r] [ Hsoy Qose
Series an d Image Preview
e ) [ s
Mod. N lat Date Time  Description Body Part Performing Physic... Operator ENNE Date T”"E_ Protocol Stage | Comments =
us 1 201518712 1327:29 m: ;giiz;; i;zfé
B 2015/18/12 13:39:38
2015/18/12 13:39:45
2015/18/12 13:46:30 =]
2015/18/12 13:46:50
2015/18/12 13:46:57
2015/18/12 13:47:14
2015/18/12 13:47:36
2015/18/12 13:47:46
2015/18/12 13:48:58 2

To the left of each item (patient, study, series or object) a number of different icons may be present,
providing additional information on the status of the corresponding item:

1] - Attachments. This means that the item has attached one or more external documents such as,
Microsoft Word files, Excel sheets, or PDF files.

#= - Notes. This means that the item has an associated note to inform users of important
information.

® - Medja. This means that the item has been backed up on media. If the icon is only partially
present it means that only a portion of the item (for example a subset of the images within a
study) has been backed up on media.

4 - Deep Archive. This means that the item has been backed up to a deep archive. If the icon is
only partially present it means that only a portion of the item (for example a subset of the
images within a study) has been backed up to a deep archive.

L - Near Line Data. This means that the item is not entirely present in the on-line archive and

needs to be retrieved from a deep archive before being displayed. The retrieve and display
time will consequently take a longer time.

At the patient level additional icons will also inform on:
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° the urgency status for the studies of the patient the icons refers to. These icons &, & < &
are explained in more detail in the PATIENT AND STUDY URGENCY STATUS section.

° the report status for the studies of the patient the icons refers to. These icons [, El, B, [ are
explained in more detail in the PATIENT, STUDY AND REPORT STATUS section.

Furthermore the color of text for the query results may change to underline the status of the related
item in the archive as follows:

- ONLINE. This means that the item is on line. The text color is standard black text.

- NEARLINE. This means that the item is present only in a deep archive and it needs to be
retrieved before being displayed with a consequent longer display time. The text
color is green.

- OFFLINE. This means that the item is present only in backup media and can only be
retrieved by physically locating the media and inserting it into the review station.
The text color is brown.

- UNAVAILABLE. This means that the item files are either corrupt or have been removed from the
system before backup. These items can no longer be retrieved. The text color is
red.

8.1.3 ADVANCED QUERY

This module allows performing complex queries by posing constraints on patient, study, and series
data.

In the Archive screen, by clicking on the Advanced Search button, you can further specify the parameters
for the query.

As you can see in the following figure there are many parameters that allow you to make a more
organized and optimized query.
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Advanced Search Dialog @

General

[] Do Not Reset Patient List

Patient Level Search Options Visit and Order Search Options

Patient Name [Last First Mid]: [ Patient ID: [T Admission 1D [C] Placer Order #:
Sex :} [Clinsurance 1D

[C]55N [ Atremative ID: [C] Codice di Corfidenzialita FSE:

[ Birth Date From 12/13/19 To: 12/13/19

Study Search Options Series Search Options

[ Study Accession N*: [~ Study Description:

[ Study Date: From 12/1319 To 12413419 [C] Modality: [] Performing Physician

[ Study 1D: [] Refeming Physician [] Operator

Key Image Notes Search Options

[ Title:
[ Type:
[T Relevant Date: From 12/13419 To 12/13419

Please note that the information inserted in the fields may be incomplete; it is enough to
enter just the first characters. Wildcard characters (* ?) are allowed.

The availability of simple or advanced queries depends on the features of the server.
Whereas it is fully functional with the ComPACS Server you may experience some limitations with third
party DICOM servers.

8.1.4 RETRIEVAL AND DISPLAY

To retrieve a selected item from the archive, click the Oper button. The images will be automatically
displayed when retrieved. The software automatically detects if the information is already present in the
local archive or if it is necessary to open a communication channel with the remote server to retrieve
the necessary information
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The system behavior when opening a patient has changed. Instead of opening all studies
belonging to the patient, only the most recent study is opened. If you would like to open one or more

studies, please first select the patient, then select the studies to be opened and finally click the Open
button.

If you want to compare different studies or patient you can click on small arrow to the side of the Oper
button and select the related function.

Dpen without Closing Patients

8.1.5 WEB COMPRESSION

When retrieving images from a ComPACS Web Server it is possible to adjust the compression to

optimize the download time in relation to the available bandwidth and requested image quality. A drop
down menu allows the selection of the compression level applied.

“Web Compression | Default ﬂ

[ ative

The items in the list are those pre-configured by the system administrator. The Natve value
corresponds to the files as they were stored to the server, whereas Default corresponds to a default
compression also pre-configured by the system administrator.
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The selected compression level in the drop down list must be chosen before the images are
retrieved from the archive window. To change the compression level of an already opened study you
must first close it, change the compression level, and then re-open it.

8.2. ASSIGNING STUDIES

It is possible to Assign or Release a study by using the respective buttons after having selected a specific
study.

Self Assign Release All Assignments

Assign to User ... Release User Assignment
Assign to Group ... Release Group Assignment

If you assign it to a different user or group, a dialog will prompt you for user selection. The assignment
information will be immediately updated in the study panel.

Additionally when a study is assigned to a user identified as belonging to a Technician or
Physician type, the report status will automatically progress during the different reporting phases.

The user and group assignments are independent. A study may be assigned both to a group
and to a user who belongs to a different group.

Clicking the button will display a window with the history of the study assignment and
status changes. The window also displays the date and time in which the change occurred and the user
performing the operation.
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Study Workflow History

Date

11/20/2014 11:40:09 AM
02/22/2015 9:44:44 AM
02/22/2015 5:44:54 AM
02/22/2015 9:45:07 AM
02/22/2015 9:45:16 AM

Performing Login
W7-PANDORAYE
W7-PANDORAE
W7-PANDORAE
W7-PANDORA‘E
W7-PANDORAYE

Performing User Action
Administrator, User Inserted
Administrator, User Assigned to group
Administrator, User Assigned to user
Administrator, User

Administrator, User Status changed

Status Urgency
Exam Created
Exam Created
Exam Created
Exam Created Urgency
Finalized Urgency

Assignment

Cardiologists

Second, Administrator / C...
Second, Administrator / C...
Second, Administrator /C...

Close

8.3. STUDY STATUS AND ACCEPTANCE

You can accept the study for the selected patient or modify the status by pressing the

Accept Study

button or clicking on the status field in the list. A dialog window will allow such operations.

Study Status

Medical Services:

Study Status:

Status Medical Service

Prescr.# E-Presa

m

[ Add

Accept Patient

Remove

Cancel Patient Acceptance ]

Cancel Study Execution ]

Discontinue Study

Exam Created
Exam Scheduled
Patient Accepted
Exam In Progress
Exam Performed
Exam Discontinued
Assigned Tech,
Read by Tech.
Tech, Sheet Started
Tech. Sheet Compl.
Assigned Phys.
Read by Phys.
Report Started
Pend, Transar.
Repart Transcribed
Report Verified
Finalized

Close

Change Status
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In this window it is possible to accept the patient for the selected study by pressing the “Accept
Patient” button oz, if the study has already and incorrectly been accepted, it is possible to revert such
operation by pressing the “Cancel Patient Acceptance” button.

If the study is incorrectly set as started but it is finally not performed, it is possible to cancel its
execution by pressing the “Cancel Study Execution” button. All new medical services added are
cancelled and then removed.

Instead, if the study has been performed but it cannot be successfully completed, it can be discontinued
by pressing the “Discontinue Study” button.

In this window it is also possible to add or remove “Medical Services” associated to the study. When
adding one or more medical services, a new dialog window will be displayed, optionally allowing the
indication of a prescription number to associate to the new service added or the generation of an
electronic prescription.

If the study is accepted, on the right side it is also possible to manually modify the study status.

Unless your user account belongs to a profile with “Admin Management” rights, you may
be subject to certain restrictions on the basis of the system configuration. It is possible that some
stallates can be set only automatically by the system (for example using DICOM MPPS) and not
manually by the user. Also it is possible that some states, once reached, cannot be manually modified.
The “Change” button will be grayed out in such circumstances to prevent the change.

The above status change is also performed automatically by the ComPACS Worklist
and/or HL7 Server when such components are installed.

Additionally when a study is assigned to a user identified belonging to a Technician or
Physician type the report status will automatically progress during the different reporting phases.

The generation of an electronic prescription is subject to the interfacing of a suitable
prescription module.

The status information will be displayed in the study panel list. Moreover at the patient level a set of
symbols to the left of the patient name will warn the user if some reports are pending activity for the
specified patient.
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The possible icons with descending priority are the following:
- No icon. This means that at least one study for the patient is still No# Read.

L1 - Tech Sheet Started. This means that at least one study for the patient is in the preliminary tech
sheet reporting phase.

El - Tech Sheet Completed. This means that at least one study for the patient has a completed
technician sheet which is pending reporting or report verification.

- Report VVerified. This means that at least one study for the patient has a verified report which is
pending finalization.

- Report Finalized. This means that all reports for the study have been reported and finalized.

8.4. PATIENT AND STUDY URGENCY STATUS

You can modify the urgency status of a study by clicking on the urgency field in the list. A dialog
window will allow the new urgency status selection.

Study Urgency
<Undefined >
Mo urgency
Low urgency
Urgency
Emergency
4 L 3
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Unless your user account belongs to a profile with “Admin Management” rights, you may
be subject to certain restrictions on the basis of the system configuration. It is possible that some states
can be set only automatically by the system (for example using HI.7) and not manually by the user. Also
it is possible that some states, once reached, cannot be manually modified. The “Change” button will
be grayed out in such circumstances to prevent the change.

The above status change can be performed automatically by the HL7 Server when such
components are installed.

The status information will be displayed in the study panel list. Moreover at the patient level a set of
symbols to the left of the patient name will warn the user about the urgency of its related studies.

The possible icons with descending priority are the following:
® _ Emergeney. This means that at least one study for the patient has an emergency status.
© - Urgeney. This means that at least one study for the patient has an urgency status.
® - Low Urgeney. This means that at least one study for the patient has a low urgency status.
- No Urgency. This means that at least one study for the patient has a no urgency status.

- No icon. This means that the urgency for all the patient studies has not been defined.

Clicking the ‘ﬂ/ button will display a window with the history of the study urgency status
changes. The window also displays the date and time in which the change occurred and the user
performing the operation.
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Study Workflow History

Date Performing Login
11/20/2014 11:40:09 AM W7-PANDORA‘a
02/22/2015 9:44:44 AM  W7-PANDORA'G
02/22/2015 9:44:54 AM  W7-PANDORA\a
02/22/20159:45:07 AM  W7-PANDORA'a
02/22/20159:45:16 AM  W7-PANDORA\a

Performing User

Administrator, User
Administrator, User
Administrator, User
Administrator, User
Administrator, User

Action

Inserted
Assigned to group
Assigned to user

Status changed

Status

Exam Created
Exam Created
Exam Created
Exam Created
Finalized

Urgency

Urgency
Urgency

Assignment

Cardiologists

Second, Administrator / C...
Second, Administrator / C...
Second, Administrator / C...

Close

8.5. ADDING OR EDITING NEW ITEMS

To add a new item it is sufficient to click the New Patient, New Study or New Series buttons and enter the
content in the displayed dialog windows:

[ NewF’atient] [ Mew Study ] [ Mew Series ]

Alternatively a selected item can be edited by clicking the corresponding buttons:

8.5.1 ADDING OR EDITING PATIENTS

| EditPatient | | EditStudy | | EditSeries |

The information about the patient to be added is displayed in the following page:
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New Patient Information

- - -  — —

Search Patients
Info Source: [<NI Information Sources> '] Last Name First Name:
o Birth Dete: 20171904 Hv  Sex [ | [__Search Patiets |
Study Date: 20171904 B> To: [2017/1%04 B~  Accession #: Provider: All Providers -
[ Today ] [ Last 2 Days ] [ Last Week | iigin [All Crigins] - Sistus Ay Status - Search Studies
Source ID Last Name First Name Sex DOB Study Date Accession Number Study Description
General Information | Additional Information

Main Information Corfidentiality Information

D [T Request Confidentiality Notes:

SSN:

Insurance 1D:

Atemitive [D:

Last Name: Address

First Name Street:

Middle Name: Dwelling Number:

Prefix Suffic

s — o

Birth Information IR State

Date [[120171%8/04 @~ Time [ 141235 = Country:

City: Phane 1

State Country Phone 2

In the top portion of the dialog window it is possible to import the patient from the available databases.
By default the system will search all the available information sources but a specific one can also be
selected using the drop down menu. The “Default Demographics Provider” is always present and it
searches the ComPACS patient database. Other external sources may also be present.

The Search Patients button searches the database patient demographics and the Search Studies button
search the study worklist.

The bottom portion of the dialog window displays the selected patient information. Such information
may also be manually inserted if the patient cannot be found in the information sources.

The Select & Update button confirms the selection of the identified patient and updates the ComPACS
database information in case it differs from the selected information source. The New button instead
adds a new patient to the ComPACS database. Both buttons will complete the operations and the
dialog will close.

If a study search has been performed, a new dialog to add a study to the patient will be opened. This
dialog will be populated with the data imported from the information source.

The window displayed for editing is very similar. In place of the Select & Update and New buttons, the
Reset, Update and Merge buttons can be found.

[ Rezet ] [ Update ] [ terge ]
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These buttons respectively reset the patient information to the original values, update the database with
the new inserted information or merge the patient with the patient selected from the list.

8.5.2 ADDING OR EDITING STUDIES

The information about the study to be added or edited is displayed in the following page:

New Study Information AN P - - — — |

Search Studies
Info Source: [ Local - Defaut Demographics Frovider - [ Today ] [ Lest2Days ] Last Week ] Accession #: Search Studies
Study Date 121517 B+ 061746 AM [+ To 121617 [v [Fl0e1746AM 12 Admission ID:
Source Admission D Visit Start Visit End Patiert Class Point of Care Section/Facilty Depariment/Bulding  Study Date Accession # Study Desciption
General Information | Visit Information | Medical Services and Image Service Requests Information

Vist Infomation Provider v]  Medcal Services

Admission ID: Jssuer

D Type:

Patiert Class: Admission Typs:

|

Study Information

Instance

Accession H: D

Date 12/15/17 G+ Tme 061746 P 2 imoge Service Reauest

Height ft.in] Weight [b.oz]: Placer Order #:

Referming Physician [Last - Fist - Middle - Prefix - Suffl: Filer Order #

Descrption: Placer Group #:
Procedure Steps: AE Group: Request Date 12/15/17
Service Filer Order #
Urgency: [ <Undefined> - Add ervice Hertirer
Select & Update New Close

In the top portion of the dialog window it is possible to import the study from the available databases.
By default the system will search all the available information sources but a specific one can also be
selected using the drop down menu. The “Default Demographics Provider” is always present and it

searches the ComPACS study database for the selected patient. Other external sources may also be
present.

The Search Studies button searches the database study worklist.

The bottom portion of the dialog window displays the selected study information. Such information
may also be manually inserted if the study cannot be found in the information sources.

In the left portion of the lower panel, it is possible to view and edit the study information and, if the
study is associated to a visit, the related visit information.

In the middle portion of the panel, it is possible to select the diagnostic provider and, accordingly, a
pre-built list of study descriptions for the selected provider can be found for rapid selection. These
descriptions are system wide settings to be configured by your system administrator.
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Below the study descriptions you can find information about the procedure steps related to the selected
study. For each procedure step it is possible to define the Modality and the group of Application Entities
(AE Group) associated to the procedure.

In the right portion of panel it is possible to identify the medical services associated to the selected
description and optionally set related information such as placer order number, placer group number or
prescription number. If the common placer order number or placer group number are defined, an
image service request order will automatically be generated in relation to such services.

The Visit Information tab allows the setting of more detailed visit information. The Medical Service and
Image Service Requests Information tab allows the setting of more detailed order and medical service
information.

The Select & Update button confirms the selection of the identified study and updates the ComPACS
database information in case it differs from the selected information source. The New button instead
adds a new study to the ComPACS database. Both buttons will complete the operations and the dialog
will close.

The window displayed for editing is very similar. In place of the Select & Update and New buttons, the
Reset, Update and Merge buttons can be found.

[ Fezet ] [ Update ] [ herge ]

These buttons respectively reset the study information to the original values, update the database with
the new inserted information or merge the study with the study selected from the list.

It is possible to modify the medical service information only when the study is first created.
Once created, medical services need to be modified using the study acceptance window.
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8.5.3 ADDING OR EDITING SERIES

The information about the series to be added is displayed in the following page:

Mew Seres Information Iﬁ
Instance | =
Camatid
Mumber: L aterality: [ - Losen Echocadiac
Angog aphy
Date: fz/2z2/205 [E=  Time: 10:00:22 AM =
Body Part:
Fratocal:

Perfarming Physician [Last - First - Middle - Prefix - Suffis]:

Operator [Last - First - Middle - Prefix - Suffiz]:
b odality: &R -

Drescription;

Mew Cancel

In the panel on the right, a pre-built list of series descriptions for each modality can be found for rapid
selection. These descriptions are system wide settings to be configured by your system administrator.

Click the New button to confirm the operation. The new series will be added.

The window displayed for editing is very similar. In place of the New button an Update button is present
to confirm the new information. The confirmed changes will immediately affect the series and all its
contained objects.

8.6. MERGING AND MOVING ITEMS

Merging and moving Objects, Series, Studies, or Patients can be easily and intuitively performed using
mouse based drag and drop actions.

These operations carry out critical changes to the information in the ComPACS database and they are
not reversible. To avoid their inadvertent activation, they must be first enabled by clicking the following
button:

[ Enable Merge/tMove ]
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8.6.1 MERGING ITEMS

To merge patients, studies or series, simply select one or more such items in their related result
window, drag them over the item in the same window to which they should be merged and them drop
the selection. A dialog box will warn you about the importance and non-reversibility of the operation
which you will need to accept in order to proceed.

At the end of the requested operations the user is advised to de-select the Enable
Merge/ Move button to inhibit other operations.

8.6.2 MOVING ITEMS

To move studies, series, or objects simply select one or more such items in their related result window,
drag them over the parent item to which they should be moved and them drop the selection. A dialog
box will warn you about the importance and non-reversibility of the operation which you will need to
accept in order to proceed.

For parent items, only the direct parent is intended. An object has a series as its parent, a series has a
study, and a study has a patient.

At the end of the requested operations the user is advised to de-select the Enable
Merge/ Move button to inhibit other operations.

8.6.3 SPLITTING ITEMS

The splitting of the content of an item can be performed with new and move operations. For example
to split the content of a study you would proceed as follows:

e Create a new study.

e Create new series of the same type of the ones already contained in the study to be split. For
example if a study contains a US series, create a new additional US series.

e Seclect the objects that need to be separated into a different study and first move them to the
new created series within the same study.

e Now complete the operation by moving the new seties to the new study.
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8.7. ARCHIVING PATIENT IMAGES AND LOOPS

To archive the images displayed or opened for review you can simply right-click on the image
thumbnail, series, study, or patient in the service window displays and select the archive function from the
pop-up menu.

Patient List |

10 Marne

Close Patient
Close Al Patients

DICOM Information. ..

Export...
Expart all. .,

M

rchive All...

Atkachments, ..
Merno

Permissions
Delete, ..

Minimize window

A dialog window with the list of selected image objects will be displayed. On top of the window you
can choose the destination archive and see a brief summary on the items selected.

It is now possible to refine the selection by clicking on each check box to select/deselect the image or
loop. You can also select/deselect a patient, a study, a seties and an image.

If the patient has associated Key Image Notes, it is also possible to limit the items exported to only the
items referenced in the Key Image Note. The “Key Image Notes:” drop down window will display the
available Key Image Notes.

While navigating in this object hierarchy, it is possible to examine the related DICOM information in
the panels on the right hand side of the window.
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Destination: COMPACS

Img/Loop N &

] Character Set: | <s0p instance defaul

Compression: <no changes

[ -

[ Canvert Proprietary to DICOM

FevmageMote

Birth Time: 12:00: 0 &M

Patiert M 1 Study N*: Series N™ 2
Items Information Result [ E dit ] [ Anoryrmize
Sample? KeylmageMote M ek
- 05/08/07 Cardiac Echo
H & 1-Us Fep Image Motes:
¥ 2-xo [T Remove Private Tags
g
Information
Patient |D: TESTMULTIZ
Patient Mame [Last - First - Middle - Prefis - Suffis]:
Sample2
Birth Date: 04/04,/44
Sex Female
N Selected: 5 M* Inzerted: 0 Idle

Operation Progress: |

| Archive

Cancel

If you click the Arhive button the selected images will be transferred to the archive. If a network
archive has been selected the transfer will take longer. The slider bars indicate the progress of the

transfer to the archive.

When the transfer is completed successfully a green icon will be displayed. A yellow icon indicates a
warning, whereas a red icon indicates a failure. Please look at the result section at all levels for more
information. In the example below to the left the archive was successful whereas on the one to the
right a warning is returned because the patient was already present in the archive.

Items Information

=9
= 051194 Echocardiogram
=@ 1-us
@ 10

Result

Success.

Items Information

=1 ohn
= 1 13f0si07
=1 1-us

[N = (T, NV

Resulk

Already Present,
Already Present,
Already Present,
Already Present,
Already Present,
Already Present,
Already Present, .
Already Present.
Already Present.
Already Present.
Already Present.
Already Present.
Already Present.
Already Present,
Already Present,
Already Present,
Already Present,
Already Present,
Already Present,
Already Present. bt
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You can also archive all the data present in the control window. To do this, right-click on the Patient
List of the control window and then select .Archive Al

At the object level, the “already present” warning does not prevent the storage operation
from occurring. In this scenario the already present object file is overwritten with the new object
stored.

8.7.1 EDITING INFORMATION

During the archive process it is also possible to edit some of the DICOM information or even
anonymize the items selected. To perform this operation, select an item and click the Edif or Anonymize
button. The information panels will now be editable for you to set to the desired values.

Archiving Items Dialog (eS|
Destination: COMPACS -
Patiert M*: 1 Study N™: 1 Senez N 1 Imgilloop N%: 1
Itemns Information Result [ Edit ] [ Anonymize ] Character Set:
EF Doe Susan Mo mazk Compression
= PR
2. 2-5R Key Image Motes: [ v]
- 1 || Remove Private Tags [ Convert Proprietary to DICOM
Information
Vigit [D:
Studp 1D Acc.
Date: 2302416 - Tirmne: 0804 5 =
Drescription:
Height [m] “wieight [kl 0.0
Referring Physician [Last - First - Middle - Prefis - 5 uffis]
N Selected: 1 M* Ingerted: 0 Current O peration: Idle
Operation Progress: | 1 | Archive

During this operation it is possible to change the character set used or change the object/image
compression. Changing the character set can be performed for the entire patient set (including all sub-
series) whereas changes in compression can be performed for different individual images.

It is also possible to remove any DICOM private tag from the selected objects or convert them to a
standard DICOM format (for example Aloka Line Data).

By clicking again on the Edit button you can revert back to the original data values.
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When re-archiving objects while editing the patient information, please ensure the same
Visit Admission ID is not used across different patients. This identifier cannot be automatically coerced
and the use of the same identifier in different patients would cause a conflict and a consequent storage
failure.

8.7.2 ANONYMIZING IMAGES

In addition to data, ComPACS also allows for the anonymization of DICOM images and loops. The
technique is identical to the one described in this guide for what concerns Masks usage. You can allow
the system to automatically detect the masks or manually select it for each image or loop.

8.7.3 TRIMMING IMAGES

The archive dialog can be resized (by dragging the bottom right corner with the mouse). This causes
the resize of the image and loop information page to better display the preview of the selected item. If
the item is a loop, it will be displayed as playing at a fixed frame rate of 25 frames per second. This
display is not intended for diagnostic review but only for item identification purposes.

Destinatior: [comPacs -
Patient M*; 1 Study ™ 1 Series N™ 1 ImgdLoop W™ 33
Tterns Information Result | Edit | | Anonymize Character Set. | <zop instance defaul
5.5 1-US “l [ Mak | Momask Compression: | <no changes
Remave Private Tags Convert Proprigtary to DICOM

Information
MHumber: 3 Date: 201 3/08/02 Timne: 021718 PM -
Cormmetits:

| Advanced Settings |

M* Selected: 33 M* Inzerted: O Current O peration: Idle

Operation Progress: Archive
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ComPACS also allows you to trim the image loops during storage. To perform this operation you need
to select a specific loop and then click the Advanced Settings button.

A new window will appear in which it is possible to review the loop and select the trimming points.

Advanced Image Settings

Start Frame 3 Current Frame L] End Frame: 18
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8.8. ATTACHMENTS

ComPACS Review Station, in addition to DICOM data, allows the management of non-DICOM

information such as Adobe® PDF and Microsoft® Word documents as attachments.

Attachments can be related to each level of the Patient/Study/Series/Object hierarchy. To attach,
display or remove an attachment you simply need to right-click on an image thumbnail, a series, a study,
or a patient name and then click on A#achments.

A new window is displayed in which all attachments for the selected item are listed.

Title

open ] [

Close Patient
Close all Patients

DICCM Information, .,

Export. ..
Export All...

archive...
archive all...

Attachments. ..

Merno

Permissions
Delete. ..

Mininnize: window

User Archive

#dd QJ[ Remove ]
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Clicking the .4dd button allows you to add a new attachment.

Title: | |

File Path: | H Browse

Archive: COMPACS v

[ Add ] [ Cancel ]

After you have given the attachment a title (and selected the appropriate archive if more than one is
configured) you can browse your computer and then attach any kind of file. Clicking on Add will
effectively attach the selected file. If the file is associated to an icon, the related icon will be displayed to
the left of the selected title as shown below.

Attachments E|
Title IModified User Archive
","'_- Sample Attachment Title 190706 05,43.21 User, a COMPACS
Qipen ] [ Save As Add ] [ Remoyve ] [ Close

The attachment list also identifies the user that stored the attachment, the archive in which it has been
stored and the last modification date.

It is also possible to manage the attachments by selecting them and then clicking on the button related
to the requested operation: Oper — to open the attachment within ComPACS, Save As — to save it to an
external file, Remove — to delete the attachment.

Please note that the operations allowed on attachments depend on your privileges to the
selected item (Patient, Study, Series, or level). Therefore some or all of the operations may be grayed
out because they may not be accessible.
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If the attachment is opened within ComPACS, it will be displayed as a new tab window.

omPACS Review Station

Fle Edt WYiew Iook Achve 2

&2 0 F- 0 m- & - -l @-a-RK- H-@-d
Inages | Archive Sample Attachment Title | abx
D Mane SavesCopy (= B G soarcn || 4T | Thoseent o - @) | en © [ @ DF- - siogn ~ | ¥
1] 1234 Doe John _Hl o~ 33 e] Lo |*7"I i - 4 ‘ Le | Lal o Z

AMERICAN SOCIETY OF ECHHOCARDIOGRAPHY REPORT

Date Study Name
13/06f07

[ Pages -
3]

Standardized Myocardial Segmentation and
Nomenclature for Tomographic Imaging of
the Heart: A Statement for Healthcare
Professionals From the Cardiac Imaging
Committee of the Council on Clinical
Cardiology of the American Heart Association

d arure. (1) Allow

e dequae zmpling of the lef.
ing

ards focplane
ia] myecardisl

n and sice display
i Figure 1. In these sanclad,

s
T

5 s

£

5 e anatormc andl awtepar data. (2}

) dwerped

%

s

T

5

£

£

s

3

| 463

L v
= 1of5 | b Bl e

For the document embedding function to work, it is necessary that the selected document
and related viewing application comply with ActiveX and Active Document technology. Examples are
Adobe® PDF and Microsoft® Office files.

If an item contains one or more attachments, the user will be warned by a paper c/ip symbol that will be
visible to the left of the related item as shown in the picture below. The same information is also
displayed in the query window.

Patient Li |

] Mame
il 1234 Dioe John
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8.9. MEMO

A memo is a way to attach an important note to an item in the Patient/Study/Series/Object hierarchy.

To access the memo options, right-click on an image thumbnail, a series list, a study or on a patient and
then select Menzo.

CICOM Information. .
Export...
archive, ..

Attachments. ..

Permissions
Delete, ..
Create Mew Report

Minimize window

The operation will open a memo window.

&l | COMPACS hall 13706407 D X

This is Free text in a memol

13/07/06 05.57.23 Uszer, a y

The window, in addition to the main memo text, will also show the Arhive and the item’s main
information (for example patient name or study date) to which the Mewo belongs, the user that created
or last modified the memo and the modification date.

To edit the memo text simply type directly into the memo box. By clicking the X in the upper right
corner you will confirm your selection and close the window.
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To Remove the memo you can clear the text and close the window. Alternatively, this and other
functions are available by clicking on the small 70 icon on the top-left of the window accesses.

Please note that the operations allowed on memos depends on your privileges on the
selected item (Patient, Study, Series or level). Therefore some or all of the operations may be grayed out
because they are not accessible.

If an item contains a Mewo, the user will be warned by a special symbol visible to the left of the related
item as shown in the picture below. The same information is also displayed in the query window.

Shudy List |

Dake Skudy Mame
w | 13/06/07

8.10. PERMISSIONS

ComPACS allows advanced and granular permissions to be associated to each item (Patients, Studies,
Series, Objects, or even Attachments and Memos). To open the permission menu, right-click on an
image thumbnail, series, study, or on patient name and then select Perwissions.

DICOM Infarmation, ..
Export...
Archive, .,

Attachments., .,

Merno

Permissions

Delete, ..
Create Mew Report

Minimize window
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Below is an example of the (ACL) Access Control List Editor window that will be displayed.

Access Control List Editor (S

Archive: COMPACSWER -

Groups/Users

m Department2
!ﬁ Department3
€ VW 7PANDORSNE

Add... Fiemcoe
[ AMowResd | [ alowEdt | [ AlowDelets

Permission Allow  Deny 4]
Patient Replicate )

Patient Full Contral 3 =

Patient List 3 =

Patient Fead 3 =

Patierit E it F o=

Patient Delete 3 =

Patient Memo Read =2 = =
Patient Wemo Edit 3 = 1
Patient Attachment Fead =2 =

Patient Attachment E dit =2 =

Patient Create sublevel =2 =

Study Verify ) =

Study Finalize ) =

Study Substitute ) =

Study Self Azsign ) = il
Study Assign To ) = b

) Curent level only @ Merge at sub-levels ) Ovenite sub-levels

In the window you can select a user (or a group of users) and allow or deny operations such as reading,
editing, deleting, etc. Three quick settings buttons (Alow Read, Allow Edit and Allow Delete) assist you in
the most frequently modified security settings.

The names of such operations refer to the item selected and directly convey the types of
permission being managed. However please refer to your system administrator for more details.

It is also possible to add or remove users and groups from the list by clicking the .4dd or Remove
buttons. When the Add button is selected, a related window will appear to allow the user or group
selection.

Groups/Users

!ﬁ Adrrinigtrators
!ﬂ User 1
o ——
.
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Please note that the users and groups that can be added are only those registered for the
ComPACS application. Please refer to your system administrator to modify this list.

Upon confirmation, it is also necessary to specify how the changes will be applied to the ComPACS
database. Three different options are available:

Current Level Only ~ — Modifies the permissions only for the selected level.

Merge at Sub-Levels — — Modifies the permissions for the selected level and then merges the changes to
all the sublevels (for example the sublevels of a study are its series and objects).
The merge operation will preserve any additional and specific permission settings
at the lower levels if not affected by the changes made (for example if it refers to
different users or groups).

Overwrite Sub-Levels — Modifies the permissions for the selected level and then applies it to all the
sublevels (for example the sublevels of a study are its series and objects),
overwriting and prior permission settings that may have been set for such levels.

It is important to note that to set the permissions parameters, you must have Ful/ Contro/
Permission on the related object.

These permissions will refer to the item level (Patient, Study, Series or Object) you have
selected but will necessarily be propagated to the upper levels to maintain consistency in the permission
settings. For example setting a Read permission at the Sz#dy level requires at minimum a L7 permission
at the Patient level.

Changing the permission settings will affect the possibility users will have to list, read,
modify and delete the different objects in the ComPACS database. Please ensure to use this feature
with great care.
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9. KEY IMAGE NOTES

9.1. REVIEWING A KEY IMAGE NOTE

If the Key Image Note module is licensed, a set of controls will be displayed in the control window:

| - | ey Mate: Open |

The drop down will list all Key Image Notes available. If selected, the thumbnails display will reflect the
images referenced in the Key Image Note, even if belonging to different studies. All thumbnail
navigation will now be within such Key Image Note set.

| - | K.ey Mote: Open | bt - | k.ey Mote: Open

N* 8 Thumbnails i@ N* 2 Thumbnails e

The user can always revert to the complete set of thumbnails, by removing the Key Image Note
selection.
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By pressing the Open button, it is possible to review and edit all the Key Image Notes opened:

Images | Archive Key Image Note Selection | 4P %

Patient ID: TESTMULTI - Name: Sample KeylmageNote

Date Time Study Date  Key Image Note Title Type RelevantDate  Owner Name New Delets
1271345 105002AM 0807407 Sample KeyImage Note Of Interest - Administrator User -
121315 105012AM 0BT Intemal Meeting For Tezching 11708415 Administrator User

AlImages | Sclected Images |

Study Date: 08/07/07 - Accession Number: - Description: =
Seres Date: 11/03/15 Time: 4:32.41 PM - Number: 2 - Modlty: KO - Lateralty:
Seres Date: 01/20/15 Time: §:53:28 AM - Number. 1 - Modliy: LIS - Lateraity:

0-01/20/15 953:29 AM
Series Date: 08/07/07 Time: 6:55:28 PM - Number: 1 - Modalty: US - Lateralty:

95-08/07/07 65532 PM 93 - D8/07/07 6:55:48 P

Study Date: 10/10/00 - Accession Number: - Description: Catheterization
Seres Date: - Tne: 12.00:00 AM - Number: 4 - Modalty: XA - Lateralty: N

1-D1/20/33 94200 AM  3-01/20/33943.00AM  4-01/20/39 95800 AM 101 - 07/23/96 12:00:00 AM 105 - 12/14/36 12:00.00 AM 110 07/30/96 12:00:00 AM

Study Date: 05/08/07 - Accession Number: - Description: Cardiac Echo
Seres Date: 05/08/07 Time: 8:17.24 AM - Number: 1 - Modlty: LIS - Lateraly:

At the top of the window, a list of Key Image Notes is displayed. If the title displays a “*” symbol at
the end, the Key Image Note is opened for editing.

For the selected Key Image Note, the referenced images in the opened studies are identified by a yellow
rectangle.

The “Selected Images Tab” displays only the images referenced in the selected Key Image Note.

Images | Archive KeyImage NoteSelection|
Patient ID: TESTMULTI - Name: Sample KeylmageNote

Date Time Study Date  Key Image Note Title Type Relevant Date Owner Name l New ] [ Delete ]
12/13/15 10:50:02 AM  08/07/07 Sample Key Image Note Of Interest - Administrator User —
Save
12/13/15 10:50:13 AM  08/07/07 Internal Meeting For Teaching 11/08/15 Administrator User
[ Details ] [ History ]
l Close ]

Al lmages  Selzcted Images
Note:

1-95-08/07/07 6:55:32PM  4-101-07/23/96 12:00:00 AM 1-7 - 05/08/07 8:23:22 AM 4-4-01/20/99 5:58.00 AM 4-105 - 12/14/56 12:00:00 AM
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9.2. CREATING A NEW KEY IMAGE NOTE

It is possible to create a new Key Image Note in two different ways:

[ New |

- By pressing the button in the Key Image Note Selection window.
- By right clicking on an image and selected the context menu item:

Key Image Notes... 4 Sample Key Image Mote 4

Internal Meeting 4

Create new Key Image Note...

A dialog window will be displayed:
| Key Image Mote Details @

Study Reference: |study Date: 08/07/07 - Accession Number: -Desaription: -
Title: |
Type: [Of Interest - ]
Relevant Date: [ 12/13/2015 @
Owner Mame: Administrator, User

B ] l Close ]

It is necessary to associate a Title and Type to the Key Image Note. If more studies are available for a
patient it is also necessary to indicate the study in which this note will be stored.

Optionally it is also possible to indicate a Refevant Date, useful to search for such note later.

9.3. EDITING A KEY IMAGE NOTE

. . .. . Edit
If the Key Image Note is not in editing mode, it is necessary to press the button to
enter such mode. Only one user can edit the note at the same time.
Save
Once all changes have been made, press the button to confirm the changes or the

Cancel

button to cancel the operation.
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Images can be added or removed from the Key Image Note by right clicking on the related image and
selected the corresponding context menu item:

I - =1
Key Image Motes... » Sample Key Image Mote
o,

Internal Meeting »

Create new Key Image Mote...

Alternatively, it is possible to add or remove images by simply clicking on the related thumbnail in the
Key Image Note Selection window. A yellow rectangle indicates if a specific image is referenced.

Images | Archive Key Image Note Selection | qapx
Patient ID: TESTMULTI - Name: Sample KeylmageNote

Date Time Study Date  KeyImage Note Title Type Relevant Date  Owner Name New Delets

12/13/15  1050:02AM 08/07/07  Sample Key Image Note Of Interest - Administrator User =

121315 1050:13AM  08/07/07  Intemal Meeting For Teaching 11/08/15 Administrator User -

AlImages | Selected Images |

Study Date: 08/07/07 - Accession Number: - Description: [
Series Date: 11/03/15 Time: 4:32:41 PM - Number: 2 - Modalty: KO - Lateraity: W
Series Date: 01/20/15 Time: 5:53:28 AM - Number: 1- Modality: US - Lateraity:

0-01/20/15 9:53:29 AM
Series Date: 08/07/07 Time: 6:55:28 PM - Number: 1 - Modaity: US - Lateraliy:

95-08/07/07 6:55:32 PM 98 - 08/07/07 6:55:48 PM

Study Date: 10/10/00 - Accession Number: - Description: Catheterization
Seres Date: - Time: 12:00:00 AM - Number: 4 - Modaity: XA - Latersity: N

1-01/20/39 94200 AM  3-01/20/39 9:49.00AM  4-01/20/39 358:00 AM 101~ 07/23/96 12:00:00 AM 105 - 12/14/36 12:00:00 AM 110 - 07/30/96 12:00:00 AM

Study Date: 05/08/07 - Accession Number: - Description: Cardiac Echo
Series Date: 05/08/07 Time: 8:17.24 AM - Number: 1 - Modalty: US - Lateralty:

In the “Selected Images Tab” it is possible to associate notes to a specific image or change the
display order, either by drag & drop, or using the Move Up and Move Down buttons. Images can
also be removed using the Remove button.
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Images | Archive KeyImage NoteSelection|
Patient ID: TESTMULTI - Name: Sample KeylmageNote

Date Time Study Date  KeyImage Note Title Type Relevant Date Qwner Name l New ] [ Delete ]
12/13/15 10:50:02 AM - 08/07/07 Sample Key Image Note Of Interest - Administrator User e
12/13/15 10:50:13 AM  08/07/07 Internal Meeting For Teaching 11/08/15 Administrator User o

l Deetails ] [ Histary ]

[ Close ]

Al lmages  Selected Images

Note: - Mave Up

1-95-08/07/07 6:55:32PM  4-101-07/23/96 12:00:00 AM 1-7 - 05/08/07 8:23:22 AM 4-4-01/20/39 5:58:00 AM 4-105-12/14/36 12:00:00 AM

To modify the content of the Key Image Note, it needs to be opened in editing mode.

9.4. OTHER OPERATIONS

Histony l

The ’ button opens a dialog displaying the history of the changes. In this dialog it is
also possible to force the loading of a previous revision of the Key Image Note.

Detail
The [ = ] button opens a dialog displaying the main Key Image Note information. In

this dialog it is also possible to review the entire DICOM tag content or to modify the permissions
to access the Key Image Note.

Delet . . . .
The _ button removes the Key Image Note from the archive. This operation will

attempt to remove the entire Key Image Note chain, including prior revisions.
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9.5. OPENING A KEY IMAGE NOTE

A Key Image Note can be opened and selected directly from the archive by right clicking on the Patient
or Study Window:

List of Patients:

Last Marne First Marme D Sex DOoB
A Sample B

®  Sample? K
Open Key Image Motes...

A dialog window will list all the Key Image Notes associated to the selected item.

9.6. SEARCHING FOR A KEY IMAGE NOTE

It is possible to search the archive for specific Key Image Notes by using the Advanced Search dialog:

Advanced Search Dialog lﬁ
General

[ Do Mot Rreset Patient List

Patient Level Search Optiohs

Patient Mame [Last First bid]: [ Patient 10 Sex :]

| [ Birth D ate: Fram: 12137285 Ta: 1213/28

Study Level Search Options
[ Shudy &ccession M* [ Shudy Description:
[ Study Date: Fraom: 12132015 To 1243205
[ Sty 10 [ Refering Phyzician
Series Level Search Options
[ tAadality: [ Perfarming Physician
[ Operatar

Key Image Motes Search Options

[T Title:
[C] Type:

Operatar: < Al -

[T Relevant D ate: Frarm: 12132015 Ta 12M3/2018

[ ok [ cancel
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10. MANAGING EVIDENCE AND REPORTS

10.1. CREATING A NEW REPORT

To be able to create or open a report, you must first adequately configure your system.
Please refer to your system administrator and to the Systew Administrator’s manuals for more details.

In order to create a new report, a study first needs to be opened for review.

Then click the open/cteate report button on the toolbar = =2 o f-& . A dialog window

will prompt you to enter a number of parameters.

Create Report fg|
User: Arnrninistrakare Report Date: | ﬂ|'12,|'2DID : |
Archive: |COMF‘.C\CS vl Language: |Latin 1 {West Europe) vl
Group; |Echocardiac b | Template: |CF\RDNEW - |
Reporting Yiew: |R|:|v W | Analysis ey |.ﬁ.nv W |
Prink Layouk: | vl Prink Layouk: | vl

Select Structured Report Data bo Import;
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Let us examine these parameters in detail:

Report Date

Avrchive

Language

Group

Template

Reporting View

Print Layont

Analysis 1View

— this is the date for the new report. It defaults to the current system date.
— this is the archive in which the created report will be stored.

— this is the language used in the report. It defaults to the configured language for
the client application entity to which your review station corresponds.

It is important to choose the correct language. Otherwise some special
characters may not be stored correctly into the report.

— report types are grouped to allow you to better identify and select the type
required. This field allows you to select the group of report types you are interested
in, for example Echo VVascular reports.

— this field identifies the report type (or template) that you effectively need to create.
For example a Vascular Report.

— the information stored in a report of a certain type (identified by its template) can
be displayed in different ways (Views), if present, depending and optimized for
reporting purposes based on the body part, user preferences, patient pathology, trial
protocol, etc. A possible example is the Carotid View for a 1V ascular Report.

This field allows the selection of the default view for each report. Please note that
this is just an initial selection that can then be changed dynamically during the
processing of the report.

— under the Reporting 1iew field it is possible to select the Print Layout. With this
parameter you can define the final print layout of the information stored in a report
of a certain type (identified by its template and reporting view).

This field allows the selection of the default print layout for each report. Please note
that this is just an initial selection that can then be changed dynamically during the
reporting process.

— the information stored in a report of a certain type (identified by its template) can
be displayed in different ways (Views), if present, depending and optimized for
image analysis purposes based on the body part, user preferences, patient pathology,
trial protocol, etc. A possible example is the Carotid VView for a VVascular Report.

This field allows the selection of the default view for each report. Please note that
this is just an initial selection that can then be changed dynamically during the
analysis process.
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Print Layont — under the Analysis View field it is possible to select the Print Layout. With this
parameter you can define the final print layout of the information stored in an
analysis report of a certain type (identified by its template and analysis view).

This field allows the selection of the default print layout for each analysis report.
Please note that this is just an initial selection that can then be changed dynamically
during the analysis process.

Once you have selected the right parameters you can create the report by clicking the Create button.
Please note that this operation may take some time depending on the size and type of report being
created.

The system stores the last settings used by each user in report creation. Therefore if you
always create the same type of report it will be sufficient to directly click Create.

10.2. IMPORTING EXISTING REPORTS

If existing reports that have not yet been associated are detected, such reports will be listed in the dialog
window. If checked, the content of these reports will be included and merged in the newly created
report.

Create Report E|
User: Smministratore Report Date: gf1zfz010 -
Archive: COMPACS % | Language: Latin 1 {west Europe) w
Group: Echacardiac | Template: CARDNEW w
Reporting Yisw: Rpw w | Analysis Yiew: Any w
Prink Layouk: w | Prinkt Layouk: w

Select Struckured Repart Data ko Impaort:

Date Time Title
0312110 10:20:57 Adult Echocardiography Procedure Report
031210 10:21:44 Adult Echocardiography Procedure Report
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This is the typical scenario when a preliminary report has been generated from the modality and stored
to the system. In this case the report window parameters will be automatically selected on the basis of
the detected preliminary report type and configuration.

If only a single report is present and if ComPACS is capable of automatically and
univocally assigning the necessary parameters, the report window dialog may not be displayed and the
report object may be automatically opened for editing.

Such dialogs will always be displayed if more than one report needs to be merged to warn
the user about such a condition. This operation should be performed with great care to make sure the
data in the different reports does not conflict.

10.3. EDITING A REPORT

In order to open an existing report for editing, the report object needs to be opened and visible in the
Report List control window, on the Data tab.

Report List |

Documents | Data

Drate Time Title:
081210 10:21:44  Adult Ech...

The operation is identical to the one performed to create a new report. Click the open/create report

button on the toolbar = =2 i N g %

If only a single, non-obsolete, report is present then the object will be automatically opened for editing.

If additional, non-obsolete, structured report objects have been stored to the system, the report
window dialog described in the previous sections will be displayed. This will both warn the user about
the existence of such additional reports, and it will also allow such reports to be imported and merged
with the current report.

This typically occurs if the report is initialized prior to image and measurement acquisition.
In this situation the measurements structured data will have to be imported when the initialized report
is completed.
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Importing and merging reports should be performed with great care to make sure the data
in the different reports does not conflict.

10.4. OPENING REPORT DOCUMENTS

510

To be able to create or open a report it is first necessary to adequately configure your
system. Please refer to your system administrator and to the Systews Administrator’s mannals for more
details.

In order to open a specific report document, a study containing a report needs to be opened for review.
The available reportts for the selected study are listed in the Repors List control window, on the Documents

tab:

I Report List |

Documents | Data

D ate Time Title
0270 11:31:00  Ewercize ...

Finalized reports and generally documents are stored as PDF files in DICOM Encapsulated PDF
format. Such items are visible in the Documents tab and can be opened by a simple mouse click.

A DICOM Encapsulated PDF Report object may also be present if created by a third party
system and then stored in the ComPACS Database.

To display the PDF report it is necessary for the Encapsulated Report Module to be installed
and licensed. Furthermore, Adobe® Acrobat PDF Reader needs also to be installed.

The report structured information is generally stored in a DICOM SR object and visible in the Data tab.
These items can be opened by a simple mouse click and reviewed in depth with the specific analysis or
reporting modules licensed. This is equivalent to right clicking on the report item and selecting Open
Report Data.
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If the report was not generated by a ComPACS Review Station or ComPACS measurement
import plugin, but was received directly from a third party template, then upon clicking the report object,
you will be prompted with a dialog window that will require the user to select the template and view
information.

This operation is similar to report creation shown in the previous section but it does not lead to the
generation of a new reportt, only to the association of the correct template and views.

It is also possible to manually associate a report to a different template. This can be performed by right
clicking on the report item and selecting Assign Reporting Template to Structured Report Data.

_FReport |
Documents | Data |

Date Tine Title |
210 10:21:44  Adult Ex

>

Report List

Open Report Data

Revision Histary

Open or Create a Repork
Assign Reporting Template o Structured Report Data

Thumbnails

10.5. REPORT REVISION HISTORY

ComPACS keep track of report revisions. The Report List tabs will show only the most current revision
of the documents and structured data opened for review. To examine any previous documents, right
click the item and select Revision History.

Feport List

Documents | Data |

D ate Timne Title
20 10:27:44  Aduly

Open Report Daka

Revision Histary

Open or Creake a Repork

Aszsign Reporting Template to Struckured Repart Data
T hurmbnailz
Minimize window
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A window will display in a hierarchical tree the revision history for the selected item. The report date,
time, type and status is reported for each revision.

Revision History fg|

Revision Tree:

[12/10 10:21:44 - Current Revision (Yerified)
08/12/10 10:20:57 - Original Repart (Partial)

[ Zipen ] I Close l

It is possible to open an obsolete document revision by selecting it and clicking on the Oper button.
These documents will be available for review but cannot be edited.

A The revision history is limited to the object opened for review from the ComPACS archive. If
only a limited set of objects is opened on the workstation, the items in the revision history shall be
incomplete and may lead to an incorrect interpretation of the current report status.

A Please ensure that all documents are always opened or that at least the most current report
revision is always present in the opened list.
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11. ECHO ANALYSIS

11.1. ACTIVATING OFF-LINE ECHO ANALYSIS

If ComPACS ECHO is enabled on your system, the following button will be visible in the toolbar, on
the right hand side:

iFY

If the button is pressed down then the module is already active. Otherwise it can be activated by
clicking the button with the mouse.

Upon activation, the module will request a runtime license from the ComPACS Server. If the license
cannot be received, then the module will fail to activate and an error message will be displayed.

In case of concurrent licenses it is possible that all available licenses have already been
requested and assigned to other users that are using the module at that time and that no licenses are left
for activation. This is a likely cause for failure.

Activation failure can also occur if the network connection to the server is no longer available.

Please ensure that the module is released, by releasing the above button, after you have finished using
the product so that the license is available for use by other users.

When the module is active, a window named “Echo Analysis” is added and visible in the control
window. It can be opened or minimized with a single mouse left button click on the blue bar.

= d as ~ %5 Elr
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11.2. OFF-LINE MEASUREMENTS
The ECHO module provides the possibility of performing measurements on every type of echo image.

Simple measurements are always available in the Generic tab of the echo analysis window:

E cho Anal |_',l =iE

= @ Hs v %8 Er

Generic | Calibration

M-Maode 20 Doppler

[ Cineari  |l=m]
for]
D1-D2 [zm]
C_Tmei Jim
C_Tmez Jims

b . . .

These are basic and generic M-Mode, 2D, and Doppler measurements for rapid verification purposes.

A Generic measurements are only temporary. They are not stored to the ComPACS database and
cannot be retained.

To access a more advanced measurement panel, open either an already existing report or create a new

one. This operation can be performed by clicking on the toolbar icon = as described in the “Managing
Evidence and Repor?” chapter.

The analysis window will be extended with an additional S#uctured tab containing all the structured
measurements. The appearance and content of the tab will depend on the reporting templates and
analysis views configured by the system administrator for the specific workstation or user.

Structured measurements are stored in the DICOM SR object they refer to.
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Echo Analyziz

= @) WE sTaNDeR v 6 S Bl

Struckured | Generic || Calibrakion

Doppler DI CFR || LY Svnch,

General rM-Mode D
ap, LA Sup,St,-Ao,abd,

Subrostal TEE Misc,

Lo 4 h, 2 Ch, SO

General | Yentricle Dimensions

(G Dl ) el
[ otc o] el
o ST ) el
(o Ascend ] e
(e o i ) el
(V1 o et el
(W Tenirgea] en2
[ Tening i ] e
(7 ver, Bo ) el
(At Lo Th] el
7 Post. Leat ] e
(A Dt ] e

b . . . . . . . . . R .

In this interface, only the windows corresponding to the data present in the open object will be filled
(with numbers). To edit the opened report click the Editing icon:

]

Zie

To close and save the changes made click on the Close and Save changes icon:

“

To close without saving any changes click on the Close discarding changes icon:

e

To export the data it is necessary to click the Export the report data to file icon:

E
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An interface will be opened where you may select the data format and the file destination.

Exporting Analysis Data

Export Template: < Excel Report - Data in Columns =
Zolumn Description {Unicode Text): | WHPREDICTOR-Variable-Oukput. bxk | E]
Options
[ only Present [ only Measured Mo Demoaraphics

[]with Std Deviation

In the drop-down list, it is also possible to select an export template based on the installed
configurations.

510

This functionality has been extended to export not only numerical values but also other
field types (text, findings, dates, etc.). Furthermore the export also includes nested and repeated record
structures (for example each phase of a echo stress study).

The template is a simple text file which lists, in separate lines, the fields which need to be exported.
Each line has the following format:

FieldlD; abel - Optional, Unit - Optional
If the label or the unit are not specified, the default values shall be used.
For repeated records, the list of fields need to be enclosed in the following statement:
BEGINGROUP (Record Field 1D); Label — Optional; Index — Optional
... list of fields ..
ENDGROUP(Record Field ID)
The index is optional and, if omitted, all records shall be exported.

Finally some special fields consist in DICOM fields. They are identified as follows:

$(Group,Element) ; Label - Optional,

Editing operations will be described in the next chapters.
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11.3. IMPORTED MEASUREMENTS

The ECHO module allows importing measurements taken from the ultrasound devices through
DICOM SR. Therefore, the product offers the possibility to view the data measured on the platform as
well as to insert new measurements, or correct the existing ones.

For the most common ultrasound platforms that do not comply to the DICOM SR standard, some ad
hoc techniques are also available to import the measurements. The ComPACS architecture allows
importing such measurements and transforming them into the DICOM SR format to assure maximum

portability.

When a study is opened for review and a DICOM SR object is present, the Report List will display such
element on the Data tab.

The Data tab initially represents the measurements performed on the modality, if any. However please
note that the data object will also be revised to include off-line measurements or other reporting
activities.

In the Series List, an item line with SR as the modality will also appear. This is the DICOM series
containing the DICOM SR object elements.

Patient List
i Marne
AMDEMO  Doe John

Study List
Date Study Mame
08/13/07

Report List
Documents | Data

D ate Tirme Title
07270 184512 AdultEch...

By clicking on the toolbar icon = as described in the “Managing Evidence and Repor?” chapter, you can

open existing reports for review and further analysis. This includes imported modality data.

Alternatively it is possible to specifically open an DICOM SR document and access the contained data
by clicking on the selected SR item on the Data tab.
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11.3.1 IMAGE CALIBRATION

The calibration information is usually contained in the DICOM file. The product exploits it to avoid a
manual calibration and ensure greater accuracy. Therefore calibrating images in order to perform
measurements is generally not necessary nor is it recommended.

By simply moving the mouse over the image, the calibration information will appear in the Calibration
tab. This way it is possible to quickly verify if the image calibration is present or not.

Echa Analysis
= @ ae v % & 2
Generic | Calibration
Spatial Format: 20 v
Data Type; | Tissue v
Scaling Pratection: Yes
. Ais: 0.054 o v
Y B 0.043 cm v

Clear 4ll Regions

Rezet ] [ Add Redion

If no information is displayed when moving the mouse, the image needs to be calibrated.

Ultrasound images can contain multiple regions of calibration. Therefore it is possible that
the calibration information differs in relation to the position of the mouse on the image. Also some
regions may be calibrated whereas in others the calibration information may be absent.

If the calibration information is absent, it is possible to manually calibrate the entire image or a region.

The first thing to do to calibrate an image is to choose the Spatial Format (2D, Doppler, M-Mode,
etc...) and the type of data (Tissue, PW, CW, etc...). Using the two drop down menus in the Calibration
tab:
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Echo Analysis x

= déae v % & E]

Generic | Calibration

Spatial Format: <Mone v

E:
Edak v %%

Generic | Calibration

Spatial Format: 2D w

<Monex

[Drata Type: [ <Mone 0 Data Type:

Scaling Protection: Scaling Prot e Trace

Calor bar

H big Color Flows

_ Cw/ Spectral Doppler
Y Bis: ] <Mone: ' Bis: dlarea)/dt
d[volume)/dt Trace
Doppler Max Trace
Doppler Mean Trace

[«
rol |Doppler Mode Trace

X Ais 0

Clear All Regions

ECG Trace

W A Gray bar
Integrated Backscatter

- QOther Physiological input
Reset l ’ Add Region Resel| plonacardiogran Trace
Pulze Trace
P Spectral Doppler
Tizzue
Wolure Trace

Next, establish (using the X axis and the Y axis) the calibration values to be assigned to the image. For
instance, in case of a Doppler image, assign a time value on the X axis and a speed value on the Y axis.
For 2D images, which have the same unit of measurement for both axis, it is also possible to calibrate
both axis at once with a single diagonal segment using the Boz) button.

Referenced Measured Yalue

Measured Value: seconds

Cancel

On the image, the mouse pointer will change into a pen and allow you to trace a segment. Click the left
button once at the start point and then a second time at the end point. When finished, a dialogue
window will prompt you to enter the dimension of the traced segment in the suitable unit of
measurement.
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It is also possible for the Doppler images to indicate the zero point position (the baseline) by the
reference point button and then clicking it with the mouse.

Once the operation is performed on both axes you may decide if the calibration applies to the entire
image (by clicking on .4dd Region) or only to a ROI (Region Of Interest). In the second case, select the
ROI button and after tracing on the image the interest area, calibrate by clicking on the Add Region
button.

When moving the mouse pointer on the calibrated region, you will see all the calibration information
on the Calibration tab.

A In the absence of a correct calibration all measurements on the images are
invalid.

AThe program does not perform any control on the consistency of the calibration
factor. It is always necessary to check the calculated calibration factor to verify whether it
is admissible.

A The accuracy of the calibration factor depends on the accuracy with which the
segment is traced and it is inversely proportional to the pixel dimensions of the known
structure. In the appendix, the reference accuracy and precision values of this approach
are reported.
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11.3.2 PERFORMING MEASUREMENTS

Now we are ready to perform some offline measurements on the images. ComPACS ECHO allows
measuring 2D images, Doppler tracings, M-Mode images, and TDI images. For every data format there
are specific measurements. For instance, in 2D the software allows measuring the length, area,
perimeters, and calculates volumes. In Doppler, it allows measuring time, and speed, calculating flows,
and other derived values.

Once the image is chosen, select the value to be measured on the measurement panel. In particular
there are two panels: the Generic panel, which is always available, and the S#uctured panel which depends
on the configuration set up and requires the opening of a report (intended as DICOM SR object).

A The generic measurements are only temporary and will not be stored to a
DICOM SR Object.

By clicking on the item, the mouse pointer becomes a pen. With a few mouse button clicks on the
image, the software traces the measurement (in yellow) and saves it to the ComPACS Database in the
DICOM SR format. The following picture shows an example of linear measurement on a 2D image:

Images | archive

: g PHILIPS 06/12/2007 01:52:38PM TIS0.8 MI 1.4
T

e S5-1/Adult

n[;j‘;mn 1!':;12 Tte FR 63Hz

15em

2D
63%
C 50
P Low

HGen

Echa & H XM
p=R <k [ =4EY v %% By
Structured | Generic | Calibration
Doppler T0I CFR.
General M-Mode: 0
Ap, L Sup.St.-Ac. Abd.
Subeostal TEE Misic..
LA 4ch, 2ch, S8
General | Yentticl: Dimensions
fem]
LYOT Diameter_| [cm]

Aortic Root

cm] 2.2
0. Sin-Tub. Junc. | [em]
0. Aiscend. Diam | [em]
Mitral nn, Diam,
Y Coapt, Deptt
MV Coapt, Area

MY Wen. Contr.

cm]
cm]

cm?]

e

' Pogt, Leaf, Th,

352 3 3 3 =2

1
1
1

e
e

SlES =l
Ed

z

by

o

= =

To proceed, first select the desired measurement by clicking the chosen button in the control panel.
Move the cursor to the starting point of the desired measurement and left-click once, the cursor will
become a pen. Move the cursor to the end point of the measurement and left clicking once will
terminate the measurement and populate the result in the chosen location. For measurements that are
commonly performed in sequence, such as IVSD, LVID, LVPWD, each left mouse click will continue
the sequence until the sequence is complete.
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In more complex measurement case (i.e.: an area), an area point is fixed at every mouse left button click
and the software creates a soft line passing through such points — “Spline” - to give it the harmonized
shape. A double click terminates the measurement. In case of a tracing error, click the right mouse

button to delete points and double right click to entirely cancel the measurement.

In the following example we have measured the left ventricle End Diastolic area in a 4 Chamber
projection. ComPACS ECHO also automatically calculates the long axis and the Volume.

Documents | Data

Date. Time
07/2710 18:4512

= @ BE A

Doppler oI
General M-Made

Title:

v %% Er

Struckured | Generic | Calibration

CFR
el

Ap. LAX Sup.5t.-Ao.Abd

Subcastal TEE

Lax | 4ch. | 2ch

Hlisc,

SAK

Left Atrium Right Atrium
Left Ventricle Right Ventricle

(e m
Ceoas Jm
Cstim i
LV AreaChange %]

(E Lot
(EE s L
Citvsee D e

Vol Methad

EDLyYolume  [m]
ESLVValume (]
IV Fiert Frant 121

>
0.0

Images | Archive

PHILIPS

FR 52Hz
20cm

2D
65%
C 52
P Low
HGen

06/12/2007 02:00:05PM TIS0.7

Mi1.4

For velocity measurements as in the case of Doppler images, the software automatically identifies the
baseline and in the case of a Doppler measurement where time is a factor, it creates a horizontal line.

The following is an example of a velocity measurement on a Doppler image:
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Images | Archive
PHILIPS 06/12/2007 02:10:09PM TIS0.8 MI 0.7

BN ital S5-1/Adult
FR 16Hz

17em

EAQREy V& E

Struckured | Generic | Calibration

General M-Mode 2
Dappler ol CFR
Pulm, Veins | Left Vertr. | Pulm, Valve
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Mean Grad Irrng] »
MagViel £LVOT  [no units] »
B, Oif. Area  [om2] >
Stroke Wolume [ml] »
Valve Rlesistance  [dyme/s/c »
Stroke Work Loss %] »
Mean Fiow [rls] »
TEl Indes [na urits] >
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LVOT/AY Ml o units] »

75mmis

The next example is of a time measurement showing that even if the measurement is traced in diagonal
way, the software takes the projection on the x axis.

M-Mode images have their own set of dedicated measurements. In the next example we see the intra-
ventricular dimension measurements.
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Images | archive
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Not all the measurements are available on all types of images. For instance trying to perform a 2D area
measurement on a Doppler image produces an error; in fact Doppler is not calibrated to make 2D area
or length measurements. Or vice versa, if you try to measure a velocity on a 2D image, the software will
again display an error message.
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11.3.3 CALCULATIONS AND FORMULAS

The software not only allows performing direct measurements, but it is also capable of computing
derived parameters by use of different mathematical formulas. For example, consider the left ventricle
in the 4 chamber view. Once the area is measured in systole and diastole, the software computes the
volumes with different methods (Area-length, Simpson) and then calculates the ejection fraction.

A In the absence of a correct calibration all measurements on the images are invalid.

AThe program does not perform any control on the consistency of the calibration factor. It
is always necessary to check the calculated calibration factor to verify whether it is admissible.

AThe program does not perform any control on the clinical validity of the measurement.
The operator must visually verify the validity of any measurements taken.

11.4. MEASUREMENTS MANAGEMENT
The product allows for detailed management of the measurements taken.

It is possible to select the baseline and the axes during the measurement process. In fact, not all of the
Doppler images have a baseline (the line of 0) set up correctly and a few 2D images have the X and Y
axes reversed. In these situations, click the arrow on the right of the measurement panel and select the
requested behavior with respect to such problems.

Echo dnalysiz ]
= <R o] v % & BN

Generic | Calibration

v Auto =]
Inverted & & Axis

M-Mode | 20 || Doppler

(TeaiJiem
[ eaz Jiem
01 -D2 [zm]
i i
Tz Jim

v v v v v
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When a measurement is already present and re-executed, the software, by default, replaces the old value
with the new one.

However more than one measurement on the same sample (or on various samples) can be performed
and stored, calculating the mean value and the standard deviation. To perform multiple measurements
and display the mean value click the button shown below. If this mode is active the button will turn
yellow.

In the case of repeated measurements, the value shown nearby the item text is that of the mathematical
average. However it is still possible to see all the measured samples. Alongside of every measurement is
an arrow which allows accessing a management menu for the item.

Structured | Generic || Calibration

Doppler TOI FR.
General M-Made Z0
Vena Cava Mitral
Aorka-La LAx | Aorka-La SAx Ry
Ly Pericardium

[em] 1.0/} g
[cm] 48]0 Show Trend...

[cm] 1.0/1 G0 to Measurement Time
[cm] I Edit Manually

(ES S Thiwess) |

[em] ) Delete Yalue

By clicking on the little arrow and then on Show Details, a window will be displayed in which all the
samples taken for that item are shown together with the average and the standard deviation.

Measurement Details §|

(e ]

10 Samples

1 1.2 1
2 1.1

3 1.2

4 2.4

Mean Yalue: | 1.5 [Units] Standard Deviakion: | 0.548
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It is possible to delete a measured value if it seems incorrect. Simply select it and click on the Remove
button. Use the buttons Show and Hide to show or hide the measurements on the image.

If echo analysis has been performed on the same patient in previous studies stored in the ComPACS
database, you may view how a specific measurement field has varied over time.

This operation can be performed by clicking on the Show Trend item in the menu. A window will be
displayed in which the different values over time for the identified measurement are displayed both
numerically and in a graphical format.

Measurement Trend E'
Study Date Sarnples “__________‘f________—a
0&04)/10 15:35:48 1.1
07/03/10 13:00:47 1.0
06/13/07 03:23:33 1.1
¢ IE

Close

Another useful function is the ability to immediately display the image frame from which the
measurement was taken. From the measurement menu, when clicking on the Go #o measurement time
option, the software automatically selects the image and the specific frame on which the measurement
was performed.

The feature Go to measurement time is available only for off-line measurements taken with

ComPACS ECHO.

Also by clicking on the Edit Manually button it is possible to manually insert the value instead of
measuring it or calculating it. This value will be underlined in yellow to indicate it is a manually inserted
measurement.
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To show/hide the measurements on the images click on this icon:

%

To show the measurement graphics on all frames of the loop (and not just on the frame on which the
measurement was taken) click on this icon:

&

To close and save the changes click on the Close and Save icon:

d

To close without saving the changes click on the Close Discarding changes icon:

'

11.5. CUSTOM SETTINGS

This component provides different user configurable settings, located in the Program Settings window,
under the Echo Analysis tab.

Enable measurement average at startup
Multiple measurements (if average is enabled)
[] Do not display measurement label on image
[CInvert X and ¥ axis

Automatically detect Doppler baseline

|:| IUse original pen cursor

“Enable measurement average at startup” automatically enables the average function when the
component is activated.
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“Multiple measurements (if average is enabled)” allows the user to measure a specific field multiple
times, without having to press again the corresponding button. The measurement sequence can be
interrupted by pressing the right mouse button.

“Do not display measurement label on image” does not display the label and the measured value as an
overlay on the image.

“Invert X and Y axis” is used if the X and Y axis are to be interpreted differently in relation to the
measurement structured menu. This option can be automatically enabled when the component is
activated.

“Automatically detect Doppler baseline” is used automatically detect the Doppler baseline and allow
for faster, one-click, velocity measurements. This feature can be disabled if the DICOM image does not
contain a correct encoding of the Doppler baseline correctly.

“Use original pen cursor” uses the pen cursor of previous software revisions. Starting from 10.8.6 the
pen cursor has been replaced with a sight view cursor.
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12. ANGIOGRAPHIC ANALYSIS

12.1. ACTIVATING QCAII

If ComPACS QCA II is enabled on your system, the following button will be available on the toolbar,
on the right hand side:

v

If the button is pressed down, then the module is already active. Otherwise it can be activated by
clicking the button with the mouse.

Upon activation the module will request a runtime license from the ComPACS Server. If the license
cannot be received then the module will fail to activate and an error message will be displayed.

In case of concurrent licenses, it is possible that all available licenses have already been
requested and assigned to other users that are using the module at that time and that no licenses are left
for activation. This is a likely cause for failure.

Activation failure can also occur if the network connection to the server is no longer available.

Please ensure that the module is released, by releasing the above button, after you have finished using
the product so that the license is available for use by other users.

When the module is active a window named “Angiographic Analysis” and containing a QCA tab is
added and visible in the control window. It can be opened or minimized with a single left click on the
blue bar.

Angiographic Analysis

Calibration | QCa&

12.2. ACTIVATING LVA

If ComPACS LVA is enabled on your system the following button will be available on the toolbar, on
the right hand side:
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If the button is pressed down, then the module is already active. Otherwise it can be activated by
clicking the button with the mouse.

Upon activation the module will request a runtime license from the ComPACS Server. If the license
cannot be received then the module will fail to activate and an error message will be displayed.

In case of concurrent licenses, it is possible that all available licenses have already been
requested and assigned to other users that are using the module at that time and that no licenses are left
for activation. This is a likely cause for failure.

Activation failure can also occur if the network connection to the server is no longer available.

Please ensure that the module is released, by releasing the above button, after you have finished using
the product so that the license is available for use by other users.

When the module is active a window named “Angiographic Analysis” and containing an LVA tab is
added and visible in the control window. It can be opened or minimized with a single left click of the
mouse on the blue bat.

Angiographic &

Calibration | LVaA

12.3. CALIBRATION

The calibration is an essential operation that must be carried out before any measurement or analysis
on the images. This procedure leads to the computation of the zoom factor of the image by relating the
measure in pzxels of a known structure to its real measure in millimeters.

There are different ways to calibrate an image:
@ default - By selecting a pre-calculated (default) zoom factor because there are no known
structures in the image, or the structure is significantly distorted (for example close to the

image borders);

@ distance - By manually tracing a segment indicating the length of a structure of known size with
the mouse (for example the distance between the markers in a catheter);

@ catheter - Automatically, based on a catheter (empty or contrast filled) of known diameter (for
example 7 French).
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Calibration can be carried out in all three ways by using the buttons in the Calibration tab on the
Angiographic Analysis panel on the Control Window on the left.

A In the absence of a correct calibration, all measurements on the images are
invalid.

AThe program does not carry out any control on the consistency of the calibration

factor. You must always check the calculated calibration factor to verify whether it is
admissible.

12.3.1 DEFAULT CALIBRATION

Angiographic Analyziz

Calibration | L& | GQCA

Calibration Fact, [mm/pix]

Default LAC 60®
LA 60
Distance RAC 307
R 30

Catheter

Delete

Default calibration can be carried out by clicking the Defau/t button in the Calibration frame on the
control window. In the white frame a list of names corresponding to the pre-set default calibration
values are shown. Click with the left mouse button to select one. The corresponding calibration value
will be displayed in the dedicated edit box above.

Alternatively, it is possible to directly set the calibration factor by selecting the related edit box with the
mouse and by typing in the desired value.

A The program does not carry out any control on the consistency of the calibration
factor. The operator is entirely responsible for its value.
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12.3.2 CALIBRATION BASED ON A KNOWN DISTANCE

Angiographic Analyziz

Calibration | Lvia | GC& |

Calibration Fact. [mm/pix] I:I

Default 1 Euro
50 cents

Distance

Catheter

!

Delete

The calibration based on a known distance can be carried out by clicking the Distance button in the
Calibration frame in the control. A list of names corresponding to the pre-set known distance values are
shown in the white frame. Click with the left mouse button to select one.

On the image, click the left mouse button at one end of the segment
to be measured and then release it. By moving the mouse it is
possible to trace the desired segment. Click the left mouse button
once again, the segment can be fixed. The related calibration factor
will be automatically calculated and displayed in the suitable edit
control. Alternatively, by right clicking the mouse button during
segment tracing, the operation can be cancelled.

If a known distance has not been selected, a dialog box requesting
the insertion of the length of the traced segment in millimeters will
be displayed. In this case the calibration factor will be then automatically calculated and displayed.

Insert Measured Distance

Digtance [mm]; || |

[ 1] J [ Cancel ]
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A The program does not carry out any control on the consistency of the calibration
factor. The operator is entirely responsible for its value.

A It is necessary to calibrate on a known structure on the same plane as the
ventricle to be measured.

A The accuracy of the calibration factor depends on the accuracy with which the
segment is traced and it is inversely proportional to the pixel dimensions of the known
structure. In the appendix the reference accuracy and precision values of this approach
are reported.

12.3.3 CATHETER BASED CALIBRATION

Angiographic Analyzis

Calibration | LYa | QCA

Calibration Fact. [mm/pix]

4F Standard ~
4F Standard
5F Standard
SF Standard
6F Standard
&F Standard
7F Standard
- e do..d

The calibration on a known catheter size can be carried out by clicking the Catheter button in the
Calibration tab. In the white frame, a list of names corresponding to the pre-set known catheters are
shown. By default, the catheter most recently used is selected and emphasized in blue If needed, select
a different one with the left mouse button.

Now select two points along the catheter (preferably in the portion that is closest to the coronary
lesion) by clicking the left mouse button on the image. The points are indicated by a yellow cross.
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Around these points the program generates a region of interest in which the catheter skeleton and
borders are automatically detected.

If the program does not detect the catheter skeleton or if the selected points are too close, an error is
displayed by a message box. The operator will then have to select two different points or another image
to perform the calibration.

When the analysis is completed, a results window will be shown in which the measured catheter
borders are displayed in overlay. The image and the borders are zoomed to facilitate the verification of
correctness of the measure. On the left, the calculated calibration factor and known diameter used are
shown.

A You must calibrate a catheter on the same plane as the ventricle to be measured.
Also you calibrate a structure on the same plane as the ventricle to be measured.

A The program does not carry out any control on the consistency of the calibration
factor. The operator is entirely responsible of its value. For this reason you must always
verify if the analysis is correct by comparing the measured profiles with those directly
visible from the image.

A The accuracy of the calibration factor depends on the image quality and varies if
carried out on empty or contrast filled catheters. In the appendix, the reference accuracy
and precision of this approach are discussed. Moreover the accuracy and precision
depend on the overall correct system calibration to the images to be analyzed.
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12.3.4 CALIBRATION SETTINGS
The calibration procedures require the presence of some reference information (default calibrations,
known distances, known catheter dimensions). To avoid typing in these values for every computation,

you may store this information and retrieve it when necessary.

To set these values, select the Program Settings... menu item from the File menn. These settings remain
valid for all following activations of the program until they are modified again.

A dialog window will appear. Selecting the Angiographic Analysis tab, to set the required data using the
tollowing frames: Default Calibrations, Reference Distances and Catheter Lists. The procedure is similar for all
frames (excepting, of course, the meaning of the values) and is as follows:

@ The frame displays a list of names attributed to the values currently set.

@ When a name in the window is selected, the name and the corresponding value are displayed on
the right where they can be modified.

@ To accept the modifications, click the Modify button.
@ To remove some value from the list, click the Delese button.

@ To set a new value and assign the name typed on the right, click the New button.

Default Calibrations

LaA0 BO0° Mame: | LAD GO

La0 e0*

Rao 20°

Rad 200 Factar [mmdpizell  |0.2000

e

b adify

Delete

All changes will be applied when the OK button or the Apply button is pressed. Clicking the Cance/
button will discard the changes.

12.4. CORONARY ANALYSIS

Having calculated the image calibration factor, it is possible to carry out the coronary analysis. Coronary
stenosis measurements are carried out by selecting with the left mouse button, two points above and
below the stenosis to be analyzed after having pressed the 2 Points button in the QCA tab in the control
window.
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The selected points are indicated by yellow crosses. Around these points, the program generates a
region of interest in which the centerline and the coronary borders are automatically determined. The
program calculates the vessel diameter starting from the nearest points to the ones selected by the
operator.

If the program cannot detect the coronary skeleton or if the selected points are too close, an error is
reported. The operator will then have to select two further points or select a different image to analyze.

It is worth noting that the program finds the closest coronary path (in red) that connects the selected
points. In some cases this may not be the desired path that needs to be analyzed. The problem can be
overcome by indicating a third point in the path by activating the analysis with the 3 Points button. In
this case the intermediate point typically corresponds to the stenotic region or to a relevant way-point.

Finally you may carry out the analysis of a coronary vessel in which a stent has been inserted. In this
case you need to click the S7»7 button and select four points on the vessel that will be indicated by
yellow crosses. The first one corresponds to the start of the vessel we need to measure. The two
intermediate points are needed to identify the beginning and the end of the region within the vessel in
which the stent is present. The last one represents the end of the vessel.

The system will exclude the area in which the stent is present from the calculation to consider the

profile as normal and will estimate three stenosis values: a proximal one within 5 mm from stent, an
internal to stent itself, and one a distal one (within 5 mm from stent).

12.4.1 THE RESULTS WINDOW

When the analysis is concluded, a result window will appear displaying the detected borders in overlay
on the analyzed image.
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The image and the borders are zoomed to better visually verify the correctness of the measure. The
coronary borders are displayed in yellow on the original image. The program also identifies the stenotic
point of the vessel and the estimated normal profile. The former is indicated by a red segment
perpendicular to the centerline whereas the latter is indicated in yellow. The region between the
measured coronary borders and the normal profile is also filled with a yellow color.

On the left, the geometric analysis results are shown:

1) The calibration factor (CEF)
2) The proximal normal diameter (D1)
3) The distal normal diameter D2)
4) The percentage of stenosis (s)

5) The minimum luminal diameter (MLD)
6) The interpolated reference diameter (IRD)
7) The length of the stenosis (LEN)

In the same window, a graph shows the diameter function of the analyzed vessel. The normal segments
are identified by vertical segments labeled 1 and 2. The MLD is also identified by a vertical segment
labeled s. Moreover an interpolated line indicates the estimated normal profile used in the computation
of the percentage of stenosis.
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The operator can modify the position of the segments 1, 2, and s by dragging them with the mouse on
the graph window. The corresponding positions of such segments on the image are thus updated.
When the mouse button is released, all measured parameters are recomputed on the basis of the new
segment position.

Moreover, with a double click on the graph, the program will display the densitometric analysis results.
The previous geometric analysis is reported in underlay for a direct comparison. A further mouse
double click will return to the previous results display.

The software also allows you to manually modify the profiles in the situation where an error in the
automatic estimate is discovered. This operation is performed by the buttons Ediz I. and Edit R
according to what profile part you wish to modify. The area subject to modification will turn of green.

At this point the user must use the mouse to trace the part of the profile that was incorrect and click
the Recompute button. The software will re-execute an estimate of the coronary profile on the basis of
the provided information.

The window contains a set of further buttons with the following functions:
@ On/Off Profiles It allows the activation/deactivation of the measured coronary borders ovetlay.

It is thus possible to verify the automatic analysis by toggling the display on and
off.
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@ Zoom In
@ Zoom Out

@ Print

@ Export

@ Save

It magnifies the image using interpolated zooming,.
It reduces the image zoom factor using interpolated zooming.

It prints a report of the results of the analysis complete of patient name and
study and image references.

Exports the analysis results.

Generates a DICOM image containing the analysis results which can be
archived by the operator on the ComPACS Archive.

In particular the Export button allows you, depending on the installed export modalities, to export the
analysis results to an external database, an Excel worksheet (if Microsoft Excel® is installed on the
same PC), or event in proprietary or user defined formats.

Export Analysis Results Pz|

Select expart modality:

Microzoft Excel Output

[ OF. ] [ Cancel l

On returning to the program interface, you may view the analysis results again by clicking the Reporz
button. To remove the results, click the De/ete button. The selection of a new image will also and
automatically remove the results.

A In the absence of a correct calibration, the measurements carried out on the
images are invalid. It is always necessary to control the calculated calibration factor, the
obtained measure and the borders traced to verify their admissibility.

A In the appendix the accuracy and precision of the method are reported.

12.4.2 ANALYSIS AND STENT

To carry out the analysis of a coronary vessel in which a stent has been inserted, the same procedure
for coronary analysis must be followed but clicking the S#n# button instead of 2 Points or 3 Points.
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To do so, select four points on the vessel that will be indicated by yellow crosses. The two intermediate
points are needed to identify the beginning and the end of the region within the vessel in which the
stent is present.

If the program cannot detect the coronary skeleton or if the selected points are too close, an error is
reported in a message window. The operator will then have to select two further points or select a
different image to analyze.

It is worth noting that the program finds the closest coronary path that connects the selected points (in
red). In some cases this may not be the desired path that needs to be analyzed.

The stent position is used to remove the corresponding part of the vessel from the computation of the
normal vessel borders. Moreover the program will calculate three stenosis values:

1) The stenosis within the stent (s)
2) The stenosis before the stent P)
3) The stenosis after the stent (d)

For each stenosis, the percentage value, the absolute measured diameter, and the interpolated reference
diameter are displayed. The stent position is indicated in a magenta color.

A In the absence of a correct calibration, the measurements carried out on the
images are invalid. It is always necessary to control the calculated calibration factor, the
obtained measurement and the borders traced to verify their admissibility.

A In the appendix the accuracy and precision of the method are reported.
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12.5. VENTRICLE ANALYSIS

After having calculated the image calibration factor, it is possible to perform the left ventricle analysis
with the following procedure.

@ Sclect a diastolic image in the image window. Click the Trace Diastolic button in the I.17A tab in the
control window.

@ Click the left mouse button on the image window and to trace the ventricle profile. When the
button is released you may continue to trace the profile by clicking the left mouse button again or
alternatively you may progressively delete the traced profile backwards by keeping the right mouse
button pressed. Finally by double clicking, the traced profile will be fixed.

@ Repeat the same procedure with the systolic image. Click the Trace Systolic button in the L.I7A tab in
the control window. It is now possible to manually trace the systolic profile with the same
procedure above.

@ Click the Analysis button. In the main window, a tab called .74 with the results of the analysis
(ventricular volumes, ejection fraction, etc...) will be displayed.

A The ventricle profile tracing is not allowed if the calibration factor is null. You

must calibrate the image before proceeding with the ventricle analysis.

A The program does not perform any control on the consistency of the profiles
traced by the operator. For this reason you must always verify if the traced profiles are
correct by comparing the graphic trace in overlay.
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An example of the result is shown below.
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The window displays the ventricular volumes and ejection fraction calculated with the Area-Length
method and the regional shortenings calculated with the Cenferline method.

The volumes are expressed in ml and can be normalized with the body surface calculated from the
patient height and weight. These values are taken from the main application and/or can be
inserted/modified in this dialog window.

Regional shortenings are expressed as percentage values referred to the ventricle diastolic perimeter. In
the background, in gray, is the normality region. It corresponds to the mean shortenings value +/- 2
units of standard deviation.

In this window it is also possible to insert annotations on the analysis and/or print a report. The latter
is automatically set up and it reports patient information, study information, image information, the
selected ventricle images, the results obtained and the possible annotations.

Using the Save button, the report will be generated as a DICOM image to allow the operator to archive
it with the study images.

It is also possible, depending on the installed import and export modalities, to import patient weight
and height information from an external database and/or to export the analysis results to the same
database, an Excel worksheet (if Microsoft Excel® is installed on the same PC) or even in proprietary
or user defined formats.

The import and export operations can be manually activated by clicking respectively the Import (not
present if no import modalities are available) and Expors buttons. The same operations can be
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automatically activated when the dialog window is opened or closed. In this last case the user will be
asked to confirm their activation.

Export Analysis Resulis [5_<|

Select export modality:

(] Cancel

Finally you may also perform the following operations:
@ The profiles can be removed by clicking the Delete button.

@ It is possible to display the previously selected systolic image by clicking the Go 7 Systolic button
or by selecting the Go #o Diastolic button to display the Diastolic image.

A In the absence of a correct calibration and of a correct ventricle profile tracing,
the measurements carried out on the images are invalid. It is necessary to control the
calculated calibration factor, the obtained measure, and the profile traced to verify their

admissibility.

A In the appendix, the accuracy and precision of the method are discussed.
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13. IVUS ANALYSIS

13.1. ACTIVATING IVUS ANALYSIS

If ComPACS IVUS is enabled on your system the following button will be available on the toolbar, on
the right hand side:

EE

If the button is pressed down, then the module is already active. Otherwise it can be activated by
clicking the button with the mouse.

Upon activation the module will request a runtime license from the ComPACS Server. If the license
cannot be received then the module will fail to activate and an error message will be displayed.

In case of concurrent licenses it is possible that all available licenses have already been
requested and assigned to other users that are using the module at that time and that no licenses are left
for activation. This is a likely cause for failure.

Activation failure can also occur if the network connection to the server is no longer available.

Please ensure that the module is released, by releasing the above button, after you have finished using
the product so that the license is available for use by other users.

When the module is active, a window named “IVUS Analysis” is added and visible in the control
window. It can be opened or minimized with a single left button click on the blue bar.

IS Analpsis

= @ AaE v % &

analysis | Measurements || Calibration
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13.2. LONGITUDINAL RECONSTRUCTION (ILD)

Images | rchive 4 x

bin) Name

4 Study List

Date Sty Name:
05/10/06

Documerts | Data
Date: Time: Title

. 1 mmfdiv

(= F=] -3 v % & By

anilysis | Measurements || Calibration
Below 1 slot] v

If the DICOM object is an IVUS sequence, you may perform a longitudinal reconstruction in real time
during loop playback by clicking the II.D button. The position and the image dimension depend on the
drop-down window near the II.D button.

On the image, a yellow circle and a line show the undergoing reconstruction area and the sampling axis
orientation. On the reconstructed image (ILD) a yellow line which shows the correspondence with the
frame of the original sequence is shown. Such graphic information can be hidden with the Hide button.

The reconstruction is automatically performed during the clip sequence reproduction. It is possible to
have it available all at once by clicking the Pre/oad button.

By clicking the More button in the control window, the module allows a direct and intuitive
modification of the sampling axis direction using the mouse. The reconstruction is then automatically
updated, provided enough RAM is installed. Otherwise the file will have to be played back again for the
2D reconstruction update.

Similarly, by moving the yellow line along the image, it will be possible to move to the frame
corresponding to the original image.
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13.3. OFF-LINE MEASUREMENTS

The IVUS module offers the ability to perform measurements on IVUS images and the longitudinal
reconstruction. The calibration information is usually contained in the DICOM file and the software
uses it to avoid a manual calibration while at the same time ensure greater data accuracy. If the
calibration information is absent, it is still possible to manually calibrate the image.

Simple generic measurements are always available in the Measurements tab of the IVUS Analysis window:

VU Analysis =
=4 as v %5 Ry

fnalysis | Measuremnents | Calibration

Linear | Area

[ Linear 1 | [rnmn] »
[ Linear 2 | [mm] »
[ Linear 3 ] [rrrn] b
| Linear 4 | [rnn] »

These are basic linear and area measurements for rapid verification purposes.

A Generic measurements are only temporary. They are not stored to the ComPACS database and
cannot be retained.

To access a more advanced measurement panel, open either an already existing report or create a new
one. This operation can be performed by clicking on the toolbar icon = as described in the “Managing
Evidence and Repor?” chapter.

m Structured measurement and reporting functionality is not available in the core IVUS module.
IVUS II license or above is required.
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The analysis window will be extended with an additional S#uctured tab containing all the structured
measurements. The appearance and content of the tab will depend on the reporting templates and
analysis views configured by the system administrator for the specific workstation or user.

E Structured measurements are stored in the DICOM SR object they refer to.

IVUS Analysis -
@B %o E)
Measurements ] Calibration ]
Analysis Structured
IVUS Analysis |

[_fuch o a6
e i
(s rane2 i
(A e 2
[ hresranes i
(A fnes 2
(i Fanes 2
(A e
[ hresranes 2
(A e 2
(s Fne 102

AVIG Area [mm2]
Sten. Length [mm]

b A . . . . A T . . . . . .

Sten. Vialume [mm3]

In this interface, only the windows corresponding to the data present in the open object will be filled
(with numbers). To edit the opened report click the Editing icon:

]

Zie

To close and save the changes made click on the Close and Save changes icon:

“

To close without saving any changes click on the Close discarding changes icon:

e

To export the data it is necessary to click the Export the report data to file icon:
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An interface will be opened where you may select the data format and the file destination.

Exporting Analysis Data

Export Termplate:

Column Description {Unicods Text): | W \PREDICTOR-Variable-Output, txt | ]
Dptions
[ onlky Present [ only Measured [ Mo Demographics

[]wwith Std Deviation

In the drop-down list, it is also possible to select an export template based on the installed
configurations.

5107

This functionality has been extended to export not only numerical values but also other
field types (text, findings, dates, etc.). Furthermore the export also includes nested and repeated record
structures.

The template is a simple text file which lists, in separate lines, the fields which need to be exported.
Each line has the following format:

FieldID; Label - Optional, Unit - Optional
If the label or the unit are not specified, the default values shall be used.
For repeated records, the list of fields need to be enclosed in the following statement:
BEGINGROUP(Record Field ID); Label — Optional; Index — Optional
... list of fields ..
ENDGROUP (Record Field 1D)
The index is optional and, if omitted, all records shall be exported.

Finally some special fields consist in DICOM fields. They are identified as follows:

$(Group,Element) ; Label - Optional,
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13.3.1 IMAGE CALIBRATION

To see if the image calibration is automatically imported or if it is absent, simply move the mouse
cursor over the image. If present, the calibration information will be displayed in the Calibration tab.

W15 Analyziz

E 9 as v % & Ely

Analysis | Measurements | Calibration

Pullback Rate [mm.zec]
Scaling Protection:
Bz [ dpis]: 0

5 iz [ pis]; 0

[ Clear &ll Regions

E | v

]
[ Diameter |
]
]

[ Reset ] [ Add Reqion

If no information appears then the image needs a calibration. This operation must be executed very
carefully because all subsequent measurements strictly depend on the calibration procedure.

To manually calibrate the image you have to determine the image axis values, using the X Ax7s and Y
Axis buttons. The mouse pointer will change into a pen and it will allow you to trace a segment by
clicking the mouse button in the center of the IVUS image and then a second time in the chosen axis
end point. At the end, a dialog window will prompt you to type in the distance traced indicated in
millimeters to perform calibration.
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It is also possible to set the IVUS image diameter by clicking separately on the Dzameter button. If such
operation is not executed, the diameter is the greater value between the one identified by the X and the
Y calibration.

Once this operation has been performed for both axes, the calibration can be accepted by clicking on
the Add Region button. Now, when moving the mouse pointer over the calibrated area, you will see the
calibration information displayed in the calibration tab.

A In the absence of a correct calibration or pullback velocity, all measurements are
invalid.

A The program does not perform any control on the consistency of the calibration
factor. The operator is therefore entirely responsible of its value. For this reason you
must always verify if the analysis is correct by comparing the measured profiles with
those directly visible from the image.

A The accuracy of the calibration factor depends on accuracy of the operator and it
depends on the image size in pixels

MediMatic Stl — ComPACS 10.10 — Ref: COMPACS-UG10.10-13 2020/06/09 Page 154 of 225



13.3.2 LONGITUDINAL RECONSTRUCTION CALIBRATION

The longitudinal reconstruction calibration factor is not directly set up but is imported by the images’
reconstruction when performed. Therefore the IVUS images will have to be calibrated before
performing the longitudinal reconstruction.

However, for the reconstruction to be fully calibrated, an additional parameter - the Pullback Speed — is
required. Without this information it is not possible to perform measurements on the reconstructed
image.

This parameter also is imported from DICOM (if present) but it can be manually set up in the
Calibration tab after (and not before) the reconstruction has been created.

W15 Analyziz

E 9 as v % & Ely

Analysis | Measurements | Calibration

Pullback B ate [mmdsec] |09

Scaling Protection: es
iz [ i 0.mv?
v Auis [ pis]: ]

[ Clear &ll Regions

[ Diarneter

E | v

]
]
]
]

[ Reset ] [ Add Reqion

A In the absence of a correct calibration or pullback velocity all measurements are
invalid.

A The program does not perform any control on the consistency of the calibration
factor. The operator is therefore entirely responsible of its value. For this reason you
must always verify if the analysis is correct by comparing the measured profiles with
those directly visible from the image.
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13.3.3 PERFORMING MEASUREMENTS

Now we are ready to perform some off-line measurements on the images. ComPACS IVUS allows
measuring both the original IVUS image and the longitudinal reconstruction (ILD).

Once the image is chosen, select the value to be measured on the measurement panel. In particular
there are two panels: the generic Measurements panel, which is always available, and the S#uctured panel
which depends on the configuration set up and requires the opening of a report (intended as DICOM

SR object).

DICOM SR Object.

A The generic measurements are only temporary and will not be stored to a

Once the user has selected the image, it is necessary to select the parameter requested in the
measurement panel on the left. Possible measurements include: distances, areas, angles and computing

derived calculations.

IUS Analysis

Edas

Analysis | Measurements

Linear | Area

[ Linear 1 ] [rnrn]
[ Linear 2 ] [rmn]
[ Linear 3 ] (]
[ Linear 4 ] [mm]

Calibration

=]
v % & By

v v v v

IMUS Analpsis
Ed B
Analysis | Measurements
Linzar | Area
( fireal | [mmz]
( Area 2 | [mmz]
[ Area 3 ] [mmz]
( Area d | [mm2]
&1 - 42 [mm]
A3 - 44 [mm2]
[£1-A2) 01 [%]
[£3-0d) /03 [%]

Calibration

&
v % & By

b . . . . . . .

By clicking on the chosen button, the mouse pointer becomes a pen and with some simple clicks on the

image, ComPACS traces the requested measurement.
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The following is an example of linear measurement on an IVUS image.

[ Palient List B || mages | achive
o) Mame
AMIVUS Doe Susan
4r List
Date Study Mame
08/10/08
T

Documents | Data

Date Time: Title.

SARE v BAE

Analysis | Measurements | Calibration

Linear | Area

e Jomi |09

Ctweaz_Ji ,
(_toeasJi -

T ,

8.2 mm, 1 mm{div

In case of area tracings, for each mouse click, a point of the area is fixed and the software creates a
smooth line passing over these points — “spline”. A double click sets the end of the measurement. In

case of errors, you may delete points using the right mouse button or, with a double click, entirely
cancel the measurement.

Images | Archive

s}
ANIWUS Doe Susan

Date: Study Marme:
08/10/05
Repart List
Dacuments | Data
Date Time Title
4 ) 1-US

1) 1° 1 Thumbnails L=

e e T

Analysis | Measurements | Calibration
Linear | Area

[ Aesl  Jnma) sl
[tz Jwn2 »
C e Jmma b
Cfeee Jwma ,
A1-42 [rmz] »
A3-A4 [mmz2] »
(&1-82)/41 [%] »
(B34d)83 [%] »
[ Pobfieat i) b

8.2 mm, 1 mm{div
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In case of angle measurements, the system automatically uses the center of the image as a reference
point. It is therefore sufficient to click two points, moving clockwise, to measure an angle. In case of
errors, you may delete a point using the right mouse button or, with a double click, entirely cancel the
measurement.

13.3.4 CALCULATIONS AND FORMULAS

The software not only allows performing direct measurements, but it is also capable of computing
derived parameters by use of different mathematical formulas. For example, if multiple area
measurements are performed in different cross-sectional images over a manually inserted distance, it is
possible to estimate the volume.

A In the absence of a correct calibration or pullback velocity all measurements are
invalid.

A The program does not perform any control on the consistency of the calibration
factor. The operator is entirely responsible of its value. For this reason you must always
verify if the analysis is correct by comparing the measured profiles with those directly
visible from the image.

A The program does not perform any clinical validation of the measurement. The
operator is therefore entirely responsible and must visually verify the accuracy of what
has been measured.
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13.4. MEASUREMENTS MANAGEMENT
The software allows a detailed management of the measurements that have been taken.

When a measurement is already present and re-executed, the software, by default, replaces the old value
with the new one.

However, more than one measurement on the same sample (or on various samples) can be performed
and stored, calculating the mean value and the standard deviation. To perform multiple measurements
and display the mean value it is necessary to click the button shown below. If this mode is active, the
button will turn yellow.

In cases of repeated measurements, the value shown near the item text is that of the mathematical
average. However it is still possible to see all the measured samples. Alongside every measurement is an
arrow that allows accessing a menu for that item.

V115 Ancly G|
SARB v BEED
Analysis | Measurements | Calibration

Linear| Area |

At Jimn 'M
[mm2] I:I' 30 ko Measurement Tinn
[ iwes Jma [
heatJima [
a1 .42 z

[rmmz] I:I' Delete Value
B384 2] I:I)
[AT1-42)81 3] I:I)
[A3-84)83 3] I:I)

Edit Manually

By clicking on the little arrow and then on Show Details, a window will be displayed in which all the
samples taken for that item are shown together with the average and the standard deviation.

Measurement Details gl

(o]

(] Samples

1 19.6
z 5.7
3

Mean Yalue: | 12.6 [Uniks] Standard Deviation: | 5,683 | I Close
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You may delete a measured value if it seems incorrect by simply selecting it and clicking the Remove
button. Use the Show and Hide buttons to show or hide the measurements on the image.

If IVUS analysis has been performed on the same patient in previous studies stored in the ComPACS
database, you may view how a specific measurement field has varied over time.

This operation can be performed by clicking on the Show Trend item in the menu. A window will be
displayed in which the different values over time for the identified measurement are displayed both
numerically and in a graphical format.

Measurement Trend El

Study Date Samples k_k____—_*;;)___ra

08/04/10 15:35:48
070310 13:00:47
061307 05:23:33

—_ -
[ e

Close

Another useful function is the ability to display the image frame from which the measurement was
taken. Again on the Measurement menu, when clicking on the Go fo measurement time option, the software
automatically selects the image and the specific frame on which the measurement was performed.

The feature Go to measurement time is available only for off-line measurements taken with

ComPACS IVUS.

Also by clicking on the Edit Manually button it is possible to manually insert the value instead of
measuring it or calculating it. This value will be underlined in yellow to highlight it as an operator
manually inserted measurement.

T . Y1

Analysis | Measurements | Calibration

Linear | Area

[ eai Jiel [0
C ez Jiwl | b
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To show/hide the measurements on the images click on the icon:

%

To show the measurement on all frames of the loop (and not only on the frame on which the
measurement was taken) click on the icon:

&

To close and save the changes click on the Close and Save icon:

“

To close without saving the changes click on the Close Discarding changes icon:

e

13.5. CUSTOM SETTINGS

This component provides different user configurable settings, located in the Program Settings window,
under the ITVUS Analysis tab.

[ Enable measurement average at startup
Multiple measurements (if average is enabled)
[ Do not display measurement label on image
[ Invert X and ¥ axis

|:| |se original pen cursor

“Enable measurement average at startup” automatically enables the average function when the
component is activated.

“Multiple measurements (if average is enabled)” allows the user to measure a specific field multiple
times, without having to press again the corresponding button. The measurement sequence can be
interrupted by pressing the right mouse button.

“Do not display measurement label on image” does not display the label and the measured value as an
overlay on the image.

“Invert X and Y axis” is used if the X and Y axis are to be interpreted differently in relation to the
measurement structured menu. This option can be automatically enabled when the component is
activated.

“Use original pen cursor” uses the pen cursor of previous software revisions. Starting from 10.8.6 the
pen cursor has been replaced with a sight view cursor.
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14. GENERIC MEASUREMENTS

14.1. ACTIVATING OFF-LINE GENERIC MEASUREMENTS

If ComPACS Generic Measurements module is enabled on your system, the following button will be
visible in the toolbar, on the right hand side:

|

If the button is pressed down then the module is already active. Otherwise it can be activated by
clicking the button with the mouse.

Upon activation, the module will request a runtime license from the ComPACS Server. If the license
cannot be received, then the module will fail to activate and an error message will be displayed.

In case of concurrent licenses it is possible that all available licenses have already been
requested and assigned to other users that are using the module at that time and that no licenses are left
for activation. This is a likely cause for failure.

Activation failure can also occur if the network connection to the server is no longer available.

Please ensure that the module is released, by releasing the above button, after you have finished using
the product so that the license is available for use by other users.

When the module is active, a2 window named “Generic Measurements” is added and visible in the
control window. It can be opened or minimized with a single mouse left button click on the blue bar.

Generc Measurements

=4aE ’M? Er
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14.2. OFF-LINE MEASUREMENTS

The module provides the possibility of performing measurements on different types of images. Such
simple measurements are always available in the Measurements tab of the analysis window:

Generic Measurements
=27 %@:]5@ m
]

Linear | Polygonal | Area | Angles|
( Linear 1 | [mm] 3
( Linear 2 | fmm) »
( Linear 3 | [mm] »
( Linear 4 | fmm] 2

Linear, polygonal, area and angle measurements are available for rapid verification purposes.

A Generic measurements are only temporary. They are not stored to the ComPACS database and
cannot be retained.

To export the data it is necessary to click the Export the report data to file icon:

E

An interface will be opened where you may select the data format and the file destination.

g \

Exporting Analysis Data

Export Template: [«: Excel Complete Repart = v]
Column Description (Unicode Text): E
Options
Only Present [] only Measured [] Mo Demographics
[] with Std Deviation
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In the drop-down list, it is also possible to select an export template based on the installed
configurations.

This functionality has been extended to export not only numerical values but also other
field types (text, findings, dates, etc.). Furthermore the export also includes nested and repeated record
structures (for example each phase of a echo stress study).

The template is a simple text file which lists, in separate lines, the fields which need to be exported.
Each line has the following format:

FieldID; Label - Optional, Unit - Optional
If the label or the unit are not specified, the default values shall be used.
For repeated records, the list of fields need to be enclosed in the following statement:
BEGINGROUP (Record Field 1D); Label — Optional; Index — Optional
... list of fields ..
ENDGROUP (Record Field 1D)
The index is optional and, if omitted, all records shall be exported.

Finally some special fields consist in DICOM fields. They are identified as follows:

$(Group,Element) ; Label - Optional,

14.2.1 IMAGE CALIBRATION

The calibration information is usually contained in the DICOM file. The product exploits it to avoid a
manual calibration and ensure greater accuracy. Therefore calibrating images in order to perform
measurements is generally not necessary nor is it recommended.

By simply moving the mouse over the image, the calibration information will appear in the Calibration
tab. This way it is possible to quickly verify if the image calibration is present or not.
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Generc Measurements

EdABB 2 B l»

Calibration l Measurements ]

Spatial Format:

Data Type: [E'-.-".-" Spectral Doppler v]

Scaling Pratection:

= Bis 0
" i 0

Clear &ll Regions ]

ROl Reference Pt
= Bl Y s Baoth
[ Rezet ] [ Add Region ]

If no information is displayed when moving the mouse, the image needs to be calibrated.

Calibration for radiology images (DICOM Pixel Spacing) is supported. It is however
important that this calibration is done on the receiving surface which is not necessarily in the same
plane and orientation as the structure that is measured. This may lead to inaccurate results. Verifying
the calibration (or manually recalibrating) using a structure of known size in the same plane and
orientation is recommended.

Ultrasound images can contain multiple regions of calibration. Therefore it is possible that
the calibration information differs in relation to the position of the mouse on the image. Also some
regions may be calibrated whereas in others the calibration information may be absent.

If the calibration information is absent, it is possible to manually calibrate the entire image or a region.

The first thing to do to calibrate an image is to choose the Spatial Format (2D, Doppler, M-Mode,
c...) and the type of data (Tissue, PW, CW, etc...). Using the two drop down menus in the Calibration
tab:
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Generc Measurements

=] Eﬁ?ﬂl

Calibration l Measurements l

Generc Measurements

EdEe % aE Eb

Calibration l Measurements ]

Spatial Format; <Mane: -

Spatial Format;
<Mone:
Data Type: |C% Spap I Data Type: [EW Spectral Doppler "]
. . [Graphicz <Mones
Scaling Pratection: | p4-tdade Scaling Prot .ﬁ.rec.;n"l'arace
_ Spectral Colar bar
H Az 0 W aveform = P Color Flow

I W Spectral Doppler
v Buis: 0 ¢Moner - v B dlarea)/dt
_ldivolume)/dt Trace
C Doppler Max Trace
Doppler Mean Trace

Clear All Begionz |

ROl Reference Pt pr)  Doppler Mode Trace
ECG Trace
w4 iz Y iz Bath W opie | rawbar

Inteqrated Backacatter
——— Other Phyziological input
Resst Phonocardiogram Trace
Pulze Trace
P Spectral Doppler

Tizzue
Yalume Trace

Rezet | | Add Region

Next, establish (using the X axis and the Y axis) the calibration values to be assigned to the image. For
instance, in case of a Doppler image, assign a time value on the X axis and a speed value on the Y axis.
For 2D images, which have the same unit of measurement for both axis, it is also possible to calibrate
both axis at once with a single diagonal segment using the Bozh button.

Referenced Measured Yalue

Measured Value: seconds

On the image, the mouse pointer will change into a pen and allow you to trace a segment. Click the left
button once at the start point and then a second time at the end point. When finished, a dialogue
window will prompt you to enter the dimension of the traced segment in the suitable unit of

measurement.
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It is also possible for the Doppler images to indicate the zero point position (the baseline) by the
reference point button and then clicking it with the mouse.

Once the operation is performed on both axes you may decide if the calibration applies to the entire
image (by clicking on .4dd Region) or only to a ROI (Region Of Interest). In the second case, select the
ROI button and after tracing on the image the interest area, calibrate by clicking on the Add Region
button.

When moving the mouse pointer on the calibrated region, you will see all the calibration information
on the Calibration tab.

A In the absence of a correct calibration all measurements on the images are
invalid.

AThe program does not perform any control on the consistency of the calibration
factor. It is always necessary to check the calculated calibration factor to verify whether it
is admissible.

A The accuracy of the calibration factor depends on the accuracy with which the
segment is traced and it is inversely proportional to the pixel dimensions of the known
structure. In the appendix, the reference accuracy and precision values of this approach
are reported.
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Now we are ready to perform some offline measurements on the images. Once the image is chosen,
select the value to be measured on the measurement panel.

A The generic measurements are only temporary and will not be stored to a
DICOM SR Object.

By clicking on the item, the mouse pointer becomes a pen. With a few mouse button clicks on the
image, the software traces the measurement (in yellow).

To proceed, first select the desired measurement by clicking the chosen button in the control panel.
Move the cursor to the starting point of the desired measurement and left-click once, the cursor will
become a pen. Move the cursor to the end point of the measurement and left clicking once will
terminate the measurement and populate the result in the chosen location.

In more complex measurement case (i.e.: an area), an area point is fixed at every mouse left button click
and the software creates a soft line passing through such points — “Spline” - to give it the harmonized
shape. A double click terminates the measurement. In case of a tracing error, click the right mouse
button to delete points and double right click to entirely cancel the measurement.

Not all the measurements are available on all types of images. For instance trying to perform a 2D area
measurement on a Doppler image produces an error; in fact Doppler is not calibrated to make 2D area
or length measurements.
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14.2.3 CALCULATIONS AND FORMULAS

The software not only allows performing direct measurements, but it is also capable of computing
derived parameters by use of different mathematical formulas.

A In the absence of a correct calibration all measurements on the images are invalid.

AThe program does not perform any control on the consistency of the calibration factor. It
is always necessary to check the calculated calibration factor to verify whether it is admissible.

AThe program does not perform any control on the clinical validity of the measurement.

The operator must visually verify the validity of any measurements taken.

14.3. MEASUREMENTS MANAGEMENT
The product allows for detailed management of the measurements taken.

When a measurement is already present and re-executed, the software, by default, replaces the old value
with the new one.

However more than one measurement on the same sample (or on various samples) can be performed
and stored, calculating the mean value and the standard deviation. To perform multiple measurements
and display the mean value click the button shown below. If this mode is active the button will turn
yellow.

In the case of repeated measurements, the value shown nearby the item text is that of the mathematical
average. However it is still possible to see all the measured samples. Alongside of every measurement is
an arrow which allows accessing a management menu for the item.

Linear l Pulygunal] Area ] Angls]

Linear 1 ] [mm] [ |

[ Linear 2 ][mm] N Show Details...
[ Linear 3 | fmm] N Go to Measurement Time
[ Lneard |fom] b EditManually
Recompute
Delete Value
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By clicking on the little arrow and then on Show Details, a window will be displayed in which all the
samples taken for that item are shown together with the average and the standard deviation.

’
Measurement Details ﬁ

e | pe———

1D Samples
1 22.30
2 23.23
3 20.94

Mean Value: 22.15 [Units] Standard Deviation: 0.942

It is possible to delete a measured value if it seems incorrect. Simply select it and click on the Remove
button. Use the buttons Show and Hide to show or hide the measurements on the image.

Another useful function is the ability to immediately display the image frame from which the
measurement was taken. From the measurement menu, when clicking on the Go #o measurement time
option, the software automatically selects the image and the specific frame on which the measurement
was performed.

The feature Go to measurement time is available only for off-line measurements taken with

ComPACS.

14.4. CUSTOM SETTINGS

This component provides different user configurable settings, located in the Program Settings window,
under the Generic Measurements tab.

[| Enable measurement average at startup
Multiple measurements (if average is enabled)
[] Do not display measurement label on image
[]Invert X and ¥ axis

Automatically detect Doppler baseline

[] Uze original pen cursor
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“Enable measurement average at startup” automatically enables the average function when the
component is activated.

“Multiple measurements (if average is enabled)” allows the user to measure a specific field multiple
times, without having to press again the corresponding button. The measurement sequence can be
interrupted by pressing the right mouse button.

“Do not display measurement label on image” does not display the label and the measured value as an
overlay on the image.

“Invert X and Y axis” is used if the X and Y axis are to be interpreted differently in relation to the
measurement structured menu. This option can be automatically enabled when the component is
activated.

“Automatically detect Doppler baseline” is used automatically detect the Doppler baseline and allow
for faster, one-click, velocity measurements. This feature can be disabled if the DICOM image does not
contain a correct encoding of the Doppler baseline correctly.

“Use original pen cursor” uses the pen cursor of previous software revisions. Starting from 10.8.6 the
pen cursor has been replaced with a sight view cursor.

MediMatic Stl — ComPACS 10.10 — Ref: COMPACS-UG10.10-13 2020/06/09 Page 172 of 225



15. PHILIPS QLAB

15.1. ACTIVATING PHILIPS QLAB

If Philips QLAB integrated in ComPACS Workstation is enabled on your system, the following button
will be available on the toolbar, on the right hand side:

QLAB -

If the button is pressed down, then the module is already active. Otherwise it can be activated by
clicking the button with the mouse.

Upon activation the module will request a runtime license from the ComPACS Server. If the license
cannot be received then the module will fail to activate and an error message will be displayed.

In case of concurrent licenses it is possible that all available licenses have already been
requested and assigned to other users that are using the module at that time and that no licenses are left
for activation. This is a likely cause for failure.

Activation failure can also occur if the network connection to the server is no longer available.

Please ensure that the module is released, by releasing the above button, after you have finished using
the product so that the license is available for use by other users.

Philips QLAB, in addition to the core viewer, comprises of different analysis modules that can be
separately licensed. The specific modules licensed for your workstation can be viewed by clicking on
the arrow to the right hand side of the activation button. A drop down window will be displayed, listing
the available modules.
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Select All Plugins.
Unselect All Plugins.
Viewer Core (Ver.d)
IMT (Ver9)

WVT (Ver.9)

ROI (Wer.9)

2DGQ (Verd)

Cardiac PQ (Ver.9)
General Imaging PQ) (Ver.9)
SQ (Verd)

Cardiac 300 (Ver.9)
CMW Stress (Wer.9)
CMQ (Verd)

MVQ (Ver)

3DQA (Verd)
General Imaging 300 (Ver.9)
EQ (Ver9)

E& (Verd)

FHA (Ver9)

YPQ (Ver9)

R N N S T o o N N N N N I

In this window you may to select or de-select the modules that you wish to activate. When clicking on
the QLAB button only the license for the selected modules will be requested.

15.2. LAUNCHING PHILIPS QLAB

The Philips QLAB plug-in can be activated simply by right clicking in the thumbnail window on the
item to be analyzed. The following menu will be displayed:

N* 1 Thumbnails @

Previous Thumbnail
MNext Thumbnail

DICOM Information...
Export...
Archive...

Attachments...
Memeo

Permissions
Delete...

Prepare for Philips QLAB
Launch Philips QLAB Analysis...

Minimize window

By selecting Launch Philips QLAB Analysis the plugin will be immediately opened on such selected
image.
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Alternatively, you may add the selected image to the analysis queue. This can be used if more than one
item needs to be passed to the QLLAB application.

Furthermore, by right clicking on the series window, you may directly analyze an entire series. The
following menu will be used:

Study List )
Date Study Name
11/24/16  ETT effort

Report List ]

Previous Series

Mext Series

DICOM Informaticn...

Export...

Archive...

Attachments...
Memo

Permissions
Delete...

Prepare for Philips QLAB
Launch Philips QLAB Analysis...

Minimize window

When working within the QLAB application, the content of the screen can be saved, either as an image
or as a loop, using the following button:
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The saved object will be automatically stored to the archive together with the original image analyzed.

Similarly it is also possible to export DICOM Structured Report data using the following button:

=

The report data will also be automatically imported in the opened report, if there is one open for
editing at the time the data is exported.

This guide describes only how the Philips QLAB application can be launched. For usage
information, cautions and warnings, and any other instruction please refer to the QLAB user guides
and documentation.
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16. INVIA CORRIDOR 4DM

16.1. ACTIVATING INVIA CORRIDOR 4DM

If INVIA Corridor 4DM is integrated in ComPACS Workstation is enabled on your system, the
following button will be available on the toolbar, on the right hand side:

If the button is pressed down, then the module is already active. Otherwise it can be activated by
clicking the button with the mouse.

Upon activation the module will request a runtime license from the ComPACS Server. If the license
cannot be received then the module will fail to activate and an error message will be displayed.

In case of concurrent licenses it is possible that all available licenses have already been
requested and assigned to other users that are using the module at that time and that no licenses are left
for activation. This is a likely cause for failure.

Activation failure can also occur if the network connection to the server is no longer available.

Please ensure that the module is released, by releasing the above button, after you have finished using
the product so that the license is available for use by other users.

16.2. LAUNCHING INVIA CORRIDOR 4DM

The INVIA Cortridor 4DM plug-in can be activated simply by right clicking in either the patient
window or the study window on the item to be analyzed. Typically this operation is performed at the
study level.
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DICOM Information...

Export...
Archive...

Attachments...

Memo

Permissions

Delete...

Minimize window

By selecting Launch Invia Corridor 4DM Analysis the plugin will be immediately opened on such selected
image.
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When working within the INVIA Corridor 4CM application, secondary captures or performed analysis
can be saved. The saved object will be automatically stored to the archive together with the original
image analyzed.

This guide describes only how the INVIA Corridor 4DM application can be launched. For
usage information, cautions and warnings, and any other instruction please refer to the INVIA
Corridor 4DM user guides and documentation.
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17. GE ECHOPAC PLUGIN

17.1. ACTIVATING GE ECHOPAC PLUGIN

If General Electric EchoPAC Plugin integrated in ComPACS Workstation is enabled on your system,
the following button will be available on the toolbar, on the right hand side:

If the button is pressed down, then the module is already active. Otherwise it can be activated by
clicking the button with the mouse.

Upon activation the module will request a runtime license from the ComPACS Server in addition to the
local workstation license provided by General Electric. If the license cannot be received then the
module will fail to activate and an error message will be displayed.

In case of concurrent licenses it is possible that all available licenses have already been
requested and assigned to other users that are using the module at that time and that no licenses are left
for activation. This is a likely cause for failure.

Activation failure can also occur if the network connection to the server is no longer available.

Please ensure that the module is released, by releasing the above button, after you have finished using
the product so that the license is available for use by other users.

17.2. LAUNCHING GE ECHOPAC PLUGIN

The EchoPAC plug-in can be activated simply by right clicking in either the patient window, the study
window, the series window or even the thumbnail window on the item to be analyzed. Typically this
operation is performed at the study level.
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The following menu will be displayed:

Previous Study
Date 1 Mext Study
11/24/16 |
DICOM Informaticn...
Report L Export..
Seres
N Mod. Archive...
us Attachments...
Memo
Permissions
Key I Delete...
Lol Launch GE EchoPAC Analysis...
Generic Measure

Minimize window

By selecting Launch GE EchoPAC Analysis... the plugin will be immediately opened on such selected
item.

When working within the EchoPAC application, the content of the screen can be saved, either as an
image or as a loop, using the following button:

The saved object will be automatically stored to the archive together with the original image analyzed.

If any measurement is performed in the application, automatically a DICOM Structured Report will be
saved once the user exits the application. This will allow the results of the measurements to be
imported into the report.

This guide describes only how the GE EchoPAC Plugin application can be launched. For
usage information, cautions and warnings, and any other instruction please refer to the EchoPAC
Plugin user guides and documentation.
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18. TOMTEC ANALYSIS

18.1. ACTIVATING TOMTEC ANALYSIS

If TomTec Analysis modules integrated in ComPACS Workstation are enabled on your system, the
following button will be available on the toolbar, on the right hand side:

If the button is pressed down, then the module is already active. Otherwise it can be activated by
clicking the button with the mouse.

Upon activation the module will request a runtime license from the ComPACS Server in addition to the
license provided by the TomTec licensing server. If the license cannot be received then the module will
fail to activate and an error message will be displayed.

In case of concurrent licenses it is possible that all available licenses have already been
requested and assigned to other users that are using the module at that time and that no licenses are left
for activation. This is a likely cause for failure.

Activation failure can also occur if the network connection to the server is no longer available.

Please ensure that the module is released, by releasing the above button, after you have finished using
the product so that the license is available for use by other users.

TomTec, in addition to the core Image-Com viewer, comprises of different analysis modules that can
be separately licensed. The specific modules licensed for your workstation can be viewed within the
TomTec application once the TomTec viewer is launched.
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18.2. LAUNCHING TOMTEC ANALYSIS

The TomTec Analysis plug-in can be activated simply by right clicking in either the patient window, the
study window, the series window or even the thumbnail window on the item to be analyzed. Typically
this operation is performed at the study level.

Study =t ==
Date ) Previous Study
Toang  §  etStudy
DICOM Information...
Report L
Export...
Series
N* Mod: Archive...
s Attachments...
Memo
Permissions
Key N

Delete...

Launch TemTec Image-Com Analysis...

Minimize window

By selecting Launch Tow/Tec Image-Com Analysis... the plugin will be immediately opened on such
selected item.

When working within the TomTec application, the content of the screen can be saved, either as an

image or as a loop, using the following button:

The saved object will be automatically stored to the archive together with the original image analyzed.

If any measurement is performed in the application, automatically a DICOM Structured Report will be
saved once the user exits the application. This will allow the results of the measurements to be
imported into the report.

This guide describes only how the TomTec Image-Com application can be launched. For
usage information, cautions and warnings, and any other instruction please refer to the TomTec user
guides and documentation.
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19. MEDIS ANALYSIS

19.1. ACTIVATING MEDIS ANALYSIS

If Medis Analysis modules integrated in ComPACS Workstation are enabled on your system, the
following button will be available on the toolbar, on the right hand side:

If the button is pressed down, then the module is already active. Otherwise it can be activated by
clicking the button with the mouse.

Upon activation the module will request a runtime license from the ComPACS Server in addition to the
license provided by the Medis licensing system. If the license cannot be received then the module will
fail to activate and an error message will be displayed.

In case of concurrent licenses it is possible that all available licenses have already been
requested and assigned to other users that are using the module at that time and that no licenses are left
for activation. This is a likely cause for failure.

Activation failure can also occur if the network connection to the server is no longer available.

Please ensure that the module is released, by releasing the above button, after you have finished using
the product so that the license is available for use by other users.

Medis, in addition to the core Medis Suite viewer, comprises of different analysis modules that can be
separately licensed. The specific modules licensed for your workstation can be viewed within the Medis
application once the Medis Suite viewer is launched.
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19.2. LAUNCHING MEDIS ANALYSIS

The Medis Analysis plug-in can be activated simply by right clicking in either the patient window, the
study window, the series window or even the thumbnail window on the item to be analyzed. Typically
this operation is performed at the study level.

Study List -

Date Study Name |

Mext Study
Repor
Documerts | Data DICOM Information...

Date L}CFIDI't...
Archive...
Attachments...

2 Memo

Permissions
Ke Delete...
Launch Medis Analysis...

Minimize window

By selecting Launch Medis Analysis. .. the plugin will be immediately opened on such selected item.

When working within the Medis application, the content of the screen can be saved, either as an image
or as a loop.

The saved object will be automatically stored to the archive together with the original image analyzed.
If any measurement is performed in the application, automatically a DICOM Structured Report will be

saved once the user exits the application. This will allow the results of the measurements to be
imported into the report.

This guide describes only how the Medis Suite application can be launched. For usage
information, cautions and warnings, and any other instruction please refer to the Medis user guides and
documentation.
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20. EPSILON ECHO INSIGHT

20.1. ACTIVATING EPSILON ANALYSIS

If Epsilon Echo Insight Analysis module integrated in ComPACS Workstation is enabled on your
system, the following button will be available on the toolbar, on the right hand side:

EZ]

If the button is pressed down, then the module is already active. Otherwise it can be activated by
clicking the button with the mouse.

Upon activation the module will request a runtime license from the ComPACS Server in addition to the
license provided by the Epsilon licensing system. If the license cannot be received then the module will
fail to activate and an error message will be displayed.

In case of concurrent licenses it is possible that all available licenses have already been
requested and assigned to other users that are using the module at that time and that no licenses are left
for activation. This is a likely cause for failure.

Activation failure can also occur if the network connection to the server is no longer available.

Please ensure that the module is released, by releasing the above button, after you have finished using
the product so that the license is available for use by other users.

Epsilon, in addition to the core Epsilon viewer, comprises of different analysis modules that can be
separately licensed. The specific modules licensed for your workstation can be viewed within the
Epsilon application once the Epsilon viewer is launched.
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20.2. LAUNCHING ECHO INSIGHT ANALYSIS

The Echo Insight Analysis plug-in can be activated simply by right clicking in either the patient
window, the study window, the series window or even the thumbnail window on the item to be
analyzed. Typically this operation is performed at the study level.

Study List a1
Date Study Name |
DB@‘I? EI CTTRDOCA
Previous Study
i Next Study
1-EC DICOM Information...
Export...
N
N* 1 Thum
: Attachments...
Memo
Permissions
Delete...

Launch Epsilen Echolnsight Analysis...

Minimize window

By selecting Launch Epsilon Echo Insight Analysis... the plugin will be immediately opened on such
selected item.

When working within the Epsilon application, the content of the screen can be saved, either as an
image or as a loop.

The saved object will be automatically stored to the archive together with the original image analyzed.
If any measurement is performed in the application, automatically a DICOM Structured Report will be

saved once the user exits the application. This will allow the results of the measurements to be
imported into the report.

This guide describes only how the Epsilon application can be launched. For usage
information, cautions and warnings, and any other instruction please refer to the Epsilon user guides
and documentation.
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21. ECG MANAGEMENT

21.1. REVIEW OF DICOM ECG

In otder to review DICOM ECG in ComPACS, the ECG Viewer module needs to be
licensed. The ECG viewer does not require any user manual activation: the license is automatically
activated at login.

If a DICOM ECG object is present for the selected study, a thumbnail similar to the one shown below
will be visible in the Thumbnails window.

|

Clicking the thumbnail will open the ECG DICOM object for review.

At the top of the ECG display window, if the ECG is opened in full screen mode, a set of controls are
visible:

Sequence Display Format: Report Format: Spesed: Calibration:

Print ‘ ‘ Report ‘ ‘ Approve -

Compare ‘ ‘ All Markers -

|oRiGINAL | (823 ~| |6:3 ~| |25mmss ~| [1emmv -

The Seguence drop down control lists all the ECG sequences available. The Display Format drop down
control allows you to choose the preferred display format. The Report Format drop down control allows
you to choose the preferred format for report generation. For certain multi-page reports it is possible
to choose between a /ead based or a fime based layout: in the former each page will contain a subset of
the leads whereas in the latter each page will contain a subset of the timeline.

The Speed drop down and the Calibration drop down define the horizontal and vertical calibration.

The Print button allows you to print the selected ECG sequence in real scale units in the Report
Format.
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The Report button allows you to generate a report or open the most recent report if already existing.

The Approve button allows you to directly generate and approve the report based on the imported
interpretation and the default signature method for the selected template. The associated drop-down
menu allows the user selection of the signature method.

The Compare button allows you to compare different ECG traces for the same patient, if such traces
have all been previously opened for review.

The A/ Marfkers button displays the detected fiducial points, if present in the DICOM file. These points
will be used for median beat alignment in overlay comparison mode.

By using the drop down menu associated to the A/ Markers button, it is possible to limit the display to
the specific type of fiducial point of interest: for example P Onset or QRS Ounset. The button name will

change to reflect the selection.

Immediately below the user controls the ECG traces are displayed.

Sequence Display Format: Report Format Speed: Calibration
[oRiGINAL -] [6:3 -] (53 +| [28mmss -] [1eminy -

Compars | ‘ Al Markers |~

I | avR v Lva

Time Offset 0 ms:

A horizontal slider may be present if the entire ECG trace timeline cannot be displayed at one time. By
moving the slider it is possible to review the entire timeline.

A vertical slider may be present if all traces cannot be displayed at one time. By moving the slider it is
possible to view the entire list of traces, on the basis of the selected display format.

Instead, on the right, information about the patient, study and ECG object is displayed, including

report information. Please note that some information may not be visible if not present in the DICOM
file.
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Patient 1D: SAMPLE-ECG

Last Name: Susas

First Mame: Doe

Fatient Sex: Femals DP/SF: 95/190 mm
DOE: 1935/18/12  Age: 80years
Height: 153m Weight: §2.0kg

Study Date: 2016/02/10 15:09:45
HAccession N 178881

Institution: Cardiclogia TOLMEZZ0O

Manufacturer:  Mortara Instrument, Inc. el250

Station Name:

Source: | Device b
Frequency: [0.05-300] Hz

Vent. rate: 103 BPM FRint.: 185 ms

QRS dur: 85 ms OT/QTe: 328387 ms

P-R-T axes: 49/27/7

Conclusions:

ECG objects can also be processed with the same tools described in this manual for image
objects. For example the features related to zooming, exporting and storing are all available.

21.2. ACTIVATING ECG ANALYSIS AND REPORTING

If the ECG analysis and reporting module is enabled on your system, the following button will be
visible in the toolbar, on the right hand side:

(LA

If the button is pressed down then the module is already active. Otherwise it can be activated by
clicking the button with the mouse.

Upon activation, the module will request a runtime license from the ComPACS Server. If the license
cannot be received, then the module will fail to activate and an error message will be displayed.

In case of concurrent licenses it is possible that all available licenses have already been
requested and assigned to other users that are using the module at that time and that no licenses are left
for activation. This is a likely cause for failure.
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Activation failure can also occur if the network connection to the server is no longer available.

Please ensure that the module is released, by releasing the above button, after you have finished using
the product so that the license is available for use by other users.

When the module is active, a window named “ECG Analysis” is added and visible in the control
window. It can be opened or minimized with a single mouse left button click on the blue bar.

ECG Analysis

=9 ae v % & Ely

21.3. REPORTING

The ECG preliminary report, imported from the ECG device, is displayed on the right hand side of the
ECG traces.

Depending on the ECG system used, this portion can either be empty or contain automated diagnosis
performed by the software on board of the device or by centralized automated diagnosis software (for
example by HES — Hannover EKG System)

A The program does not perform any control on the clinical validity of the imported or

computed automated diagnosis. The operator must verify its validity.

By clicking on the Report button, a new report will be created or, if a report already exists, such report
will be opened in editing mode.
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Images | Archive | Explorer Report

Patiert 1D: AMONIMIZED Patiert Name: Doe John Order Date - Study Date 08/05/09 Report Date: 04/26/19 Recompute
Status: Original, Partial Language: View: Rpv ~ | Template: Details
B Edt v [ & Discard ] [ ﬁSave ] [ E.ﬂppmve '] [ Set All Mormal ] [ Other Tasks '] [ @ Images ] [ & Exqot ] Trends

Revision History  General Data |

General Data

Req.Date Sex. Height Weight BSA Age
Report
PR Int. QRS dur, QT/QTe fods-P-R-T HR ESP EDP
183 ms g2 ms 364/ 382 ms 62 57 52 69 b./min mm Hg mm Hg
Conclusions Sample Report.
Normal ECG |
Gl

The Approve button allows you to generate and approve the report based on the imported interpretation
and the default signature method for the selected template. The associated drop-down menu allows the
user selection of the signature method.

Please refer to the “Reporting” Chapter for more information.

21.4. COMPARING

The Compare button allows you to compare different ECG traces for the same patient, if such traces
have all been previously opened for review.

A set of additional controls will be displayed.

Overlay Complexes | ECG Trsces - 1+ [2006/05/05 100750 = | [ORIGINAL  ~| 2 [2006/05/051010:13  ~|[oRIGINAL  ~| 3 | [ -4 | - -

HWWMWLW*AWMMJMM%

”MWVWWWWMMM

VR

G REGEE  R  cS 0 D2 o oBE G  Rhe  EN M o e N o

Each drop down control allows the selection of the specific ECG study and sequence to be compared.
Up to four different traces can be selected.

The screen will be divided vertically in different sections to reflect the different ECG traces.
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The Overlay button, if pressed, allows to overlay the traces being compared with each trace shown with

a different colotr.

The Complexes button, if pressed, compares the different complexes if present.

21.5. OFF-LINE MEASUREMENTS

The ECG module provides the possibility of performing measurements on DICOM ECG objects.

Measurements are available in the Generic tab of the ECG Analysis window.

A Generic measurements are only temporary. They are not stored to the ComPACS database and

cannot be retained.

ECG Analysis
=] e
Generic
avll avF Wi
W3 W W5
01 Dz (]

| Pwiave [+ Comp.) | [miv]
[ P 'wiave [- Comp.] ] [r]

[ F Duration ] [mz]
FR Interval ] [mz]

0 ‘wave ] [m']

O Duration | [ms]

R "Wave ] [re]

R Duration | [ms]

R'wave | [mv]

B! Diration ] [rrig]
S Wave ] [re]
5 Diwration ] [mz]

GRS Duration ] [rrig]
QT Interval ] [ms]
5T Tract ] [m']

v %%

W2
WG
avR.

b . . . . . . . . . . . . . .
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To access a more advanced or customized measurement panel, open either an already existing DICOM
SR ECG reportt or create a new one. This operation can be performed by clicking on the toolbar icon

as described in the “Managing Evidence and Repor?” chapter.
818 p p
The analysis window will be extended with an additional S#ructured tab containing all the structured

measurements. The appearance and content of the tab will depend on the reporting templates and
analysis views configured by the system administrator for the specific workstation or user.

Structured measurements are stored in the DICOM SR object they refer to.

In this interface, only the windows corresponding to the data present in the open object will be filled
(with numbers). To edit the opened report click the Editing icon:

]

Zie

To close and save the changes made click on the Close and Save changes icon:

“

To close without saving any changes click on the Close discarding changes icon:

i

To export the data it is necessary to click the Export the report data to file icon:
&

An interface will be opened where you may select the data format and the file destination.

Exporting Analysis Data

Export Template: = Excel Report - Data in Columns >
Colurn Description {Unicods Text): WHPREDICTOR-Yariable-Oukput, bxt E]
Dptions
[Jonky Present [Jonky Measured [ Mo Demographics

[] with Std Deviation

In the drop-down list, it is also possible to select an export template based on the installed
configurations.
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This functionality has been extended to export not only numerical values but also other
field types (text, findings, dates, etc.). Furthermore the export also includes nested and repeated record
structures.

The template is a simple text file which lists, in separate lines, the fields which need to be exported.
Each line has the following format:

FieldlD; Label - Optional, Unit - Optional
If the label or the unit are not specified, the default values shall be used.
For repeated records, the list of fields need to be enclosed in the following statement:
BEGINGROUP (Record Field 1D); Label — Optional; Index — Optional
... list of fields ..
ENDGROUP (Record Field ID)

The index is optional and, if omitted, all records shall be exported.
Finally some special fields consist in DICOM fields. They are identified as follows:

$(Group,Element) ; Label - Optional,

21.5.1 ECG TRACE CALIBRATION

The calibration information is contained in the DICOM ECG file. The product exploits it to avoid a
manual calibration and ensure greater accuracy. Therefore calibrating ECG files in order to perform
measurements is not required.

21.5.2 PERFORMING MEASUREMENTS

Now we are ready to perform some offline measurements on the ECG traces.

Once the ECG object is chosen, select the value to be measured on the measurement panel. In
particular there are two panels: the Generic panel, which is always available, and the Structured panel
which depends on the configuration set up and requires the opening of a report (intended as DICOM
SR object).

A The generic measurements are only temporary and will not be stored to a
DICOM SR Object.
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By clicking on the item, the mouse pointer becomes a pen. With a few mouse button clicks on the
ECG trace, the software traces the measurement (in blue) and saves it to the ComPACS Database in
the DICOM SR format. The following picture shows an example of time measurement:

: %
 EARIAIEN BIAEIARY JBR

1

1
e h
To proceed, first select the desired measurement by clicking the chosen button in the control panel.
Move the cursor to the starting point of the desired measurement and left-click once, the cursor will

become a pen. Move the cursor to the end point of the measurement and left clicking once will
terminate the measurement and populate the result in the chosen location.

21.5.3 CALCULATIONS AND FORMULAS

The software not only allows performing direct measurements, but it is also capable of computing
derived parameters by use of different mathematical formulas.

A In the absence of a correct calibration all measurements on the images are invalid.

AThe program does not perform any control on the consistency of the calibration factor. It
is always necessary to check the calculated calibration factor to verify whether it is admissible.

AThe program does not perform any control on the clinical validity of the measurement.
The operator must visually verify the validity of any measurements taken.

The product allows for detailed management of the measurements taken.

When a measurement is already present and re-executed, the software, by default, replaces the old value
with the new one.

However more than one measurement on the same sample (or on various samples) can be performed
and stored, calculating the mean value and the standard deviation. To perform multiple measurements
and display the mean value click the button shown below. If this mode is active the button will turn
yellow.
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In the case of repeated measurements, the value shown nearby the item text is that of the mathematical
average. However it is still possible to see all the measured samples. Alongside of every measurement is
an arrow which allows accessing a management menu for the item.

ECG Analyzis | | J[ ]\ 3
=4 ae v %5 Er
GEnEric
aflL avF W1 W2 I
W3 Vg W5 W& ]
(B3] bz D3 avk Ji'l.
[P wave [+ Comp.) | ] 15.0], i

Show Details, .,
G0 ko Measurement Time

[ P wiave [- Comp.) ] [ri]
[ P Duratior ] [ms]
PR Interval ] [mz]

[
[ U Wave ] [ Delete value : i,
[

0 Duration | [ms] T

By clicking on the little arrow and then on Show Details, a window will be displayed in which all the
samples taken for that item are shown together with the average and the standard deviation.

Edit Manually

Measurement Details ﬁl

(e ] —

jin] Samples
1 140
z2 140
3 130

Mean Yalue: | 137 [Uriits] Standard Deviation: | 4714

It is possible to delete a measured value if it seems incorrect. Simply select it and click on the Rewove
button. Use the buttons Show and Hide to show or hide the measurements on the image.

If ECG analysis has been performed on the same patient in previous studies stored in the ComPACS
database, you may view how a specific measurement field has varied over time.

This operation can be performed by clicking on the Show Trend item in the menu. A window will be
displayed in which the different values over time for the identified measurement are displayed both
numerically and in a graphical format.

MediMatic Stl — ComPACS 10.10 — Ref: COMPACS-UG10.10-13 2020/06/09 Page 196 of 225



Measurement Trend

Study Date Samples k_k____—_*;;)___ra

08/04/10 15:35:48
070310 13:00:47
061307 08:23:33

X)

—_—
[ e

Close

Another useful function is the ability to immediately display the ECG trace from which the
measurement was taken. From the measurement menu, when clicking on the Go #o measurement time
option, the software automatically selects the trace on which the measurement was performed.

The feature Go to measurement time is available only for off-line measurements taken with

ComPACS ECG.

Also by clicking on the Edit Manually button it is possible to manually insert the value instead of
measuring it or calculating it. This value will be underlined in yellow to indicate it is a manually inserted
measurement.

[ P 'wave [- Comp.] ][I'ﬂ"-'“] 3
[ PDuation | [ms] 145p
[ PRIntercal | [ms] 3
[ Ml zws T reail k

To show/hide the measurements on the images click on this icon:

%

To fix the measurement graphics on the display:

&

To close and save the changes click on the Close and Save icon:

@

To close without saving the changes click on the Close Discarding changes icon:

'
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21.7. CUSTOM SETTINGS

This component provides different user configurable settings, located in the Program Settings window,
under the ECG tab.

Display Format: f5+3] - Colors
Report Format: 6+3 - Background: I:l
Speed: 25 mm/fs - ECG Trace: -
Calibration: 1 cm/fmy - ECG Trace 2: -
Default Zoom: Auto - ECG Trace 3: I:l

Enable measurement average at startup ECG Trace 4: I:I
| Multiple measurements (jif average is enabled) ECE Grid: I:I

Da not display measurement label on trace Font: -

|Jse original pen cursor

Measurements:
Ignore repart pages with incomplete ECG
| Default Colors |

| Display ECG information above the ECG trace

The default display format, report format, time scale, calibration and zoom to use for review and
reporting can be indicated.

“Enable measurement average at startup” automatically enables the average function when the
component is activated.

“Multiple measurements (if average is enabled)” allows the user to measure a specific field multiple
times, without having to press again the corresponding button. The measurement sequence can be

interrupted by pressing the right mouse button.

“Do not display measurement label on trace” does not display the label and the measured value as an
ovetrlay on the ECG trace.

“Use original pen cursor” uses the pen cursor of previous software revisions. Starting from 10.8.6 the
pen cursor has been replaced with a sight view cursor.

“Ignore report pages with incomplete ECG” does not include in the ECG report any additional page in
which the ECG samples do not cover the entire page timeline.

“Display ECG Information above the ECG trace” displays the information section above the ECG
trace instead of the default right position.

It is also possible to customize the colors used to display the ECG traces.
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22. REPORTING

22.1. ACTIVATING COMPACS REPORTING

s

To be able to create or open a report, it is first necessary to adequately configure your
system. Please refer to your system administrator and to the Systewz Administrator’s mannals for more
details.

If ComPACS Reporting is enabled on your system, the following button will be visible in the toolbar,
on the right hand side:

=

If the button is pressed then the module is already active. Otherwise it can be activated by pressing the
button with the mouse.

Upon activation, the module will request a runtime license from the ComPACS Server. If the license
cannot be received, then the module will fail to activate and an error message will be displayed.

In case of concurrent licenses, it is possible that all available licenses have already been
requested and assigned to other users that are using the module at that time and that no licenses are left
for activation. This is a likely cause for failure.

Activation failure can also occur if the network connection to the server is no longer available.

Please ensure that the module is released by releasing the button above, after you have finished using
the product so that the license is also released for use by other users.

When the module is active each time a report is opened or created a reporting window will be

displayed.
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22.2. CREATING OR OPENING A REPORT

In order to create or open a report, a study first needs to be opened for review.

Then, press the report button on the toolbar S = L % There can be different

situations:

a) There are no reports for the selected study. A new report is created. A dialog window will allow
you to select all the necessary parameters.

b) Only one report exists for the selected study and the report type is automatically identified. The
report is opened for editing. Please note that obsolete reports (i.e. reports that are marked as
predecessor of other reports) are not included in the report count.

¢) Only one report exists for the selected study but the report type cannot be automatically
identified. A dialog window will ask the user to associate the report to one of the configured
templates.

d) More reports exist for the selected study. A dialog window will be displayed, asking the user to
confirm the creation of a new report and the importing of the previous reports.

Please refer to the “Managing Evidence and Reports” chapter for more detailed information.

Once the report is opened, a new Report tab window will be opened in the monitor identified for this
operation. At the top of the window, a brief report summary will be presented.

Patiert ID: 00300410 R/GS (GE SPECT- Patient Name: 4DM SPECTCT 004  Order Date: - Study Date: 08/10/04 Report Date: 1241315
Status: Criginal, Partial Language: Unicode - | View: Stress/T | Template: Rt -

The summary will present the patient ID, name, order date, study date, report date, report status (if
modified, verified, finalized, etc.), language (character set used) and the Reporting Views and Print
Templates currently selected.

The Reporting Views and Print Templates can also be changed dynamically, similarly to the
character set used, simply by selecting from the drop down menus displayed above. The other fields are
read only and managed directly by the software.

Newly generated reports will be opened directly in Edit mode. Existing reports are instead opened by

default in IZewing Only mode. To edit them, you simply need to press the button and

have sufficient privileges to perform this operation on the selected report.

If a report has already been approved and signed, it is no longer possible to edit its content. A new
cancellation report or replacement reports needs to be created, by clicking the arrow to the left of the
button and selecting the appropriate item from the drop down menu:
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reate a Replacement report
Create a Cancellation report

Once a cancellation report is approved, it is no longer possible to continue the same
reporting chain. A new chain of reports has to be created in such scenario.

Below you will see a number of sub-windows, also arranged by tabs.

Revision History | General Data | Worksheet | Details

Left Ventricle Right Yentricle
ED Diameter T Wol. Method w | ED Diameter mm Wol. Method w
ES Diameter mm ED %alume ml TAPSE mm ED Yalume ml
W5 Thick. mm ES Yolume ml ES Yolume ml
P Thick. mm Ejection Frac, 4 [ Findings ] Ejection Frac. 4
Mass g g/m2 .

Left Atriurn Right atrium Annulug mm Asc. Aonta 1 cm. mrm
Wolume ml “Wolume: ml Sinuz Walsalva mm Aszc. Aorta mm
AP Diameter mm Sup-nf. Diam. i Aartic Ratio <1.0 Arch mm
Sup-nk. Diamn. mm tdid-Lat. Dviam. i 5-T Junction mm Cusp. Sep. mrm
Mid-Lat. Diam mm [ Findings ]
Tricuspid Y akve LvaT

Mitral Valve Aortic Yalve Peak Reqg el cmis LWOT Diam mm
Paak E Vel s Poak Vel s Peak Reqg Grad. mmHg Peak Grad. mmHg
Peak A Vel cm/s Peak Grad. mmHg Fiea Degice A
E/A tean Grad. mmHg Ré Prass. mmHg
Dec. Time ms Area cmZ PAPS mmHg \ena Cava
Peak E'Vel. cmis Area / BSA cm2/m2 Findings ] .
E/E' Stoke Yolume ml P i T o

ulnanary alve Collapse Index 4
ean Grad. mmHg Feg. Degee v
e 8 [
Airea Planim cm2 X
Req Degies 3 Mean Grad. mmHg
Findings ] [ findings )
Other Stiucture Findings
[ 18 Septum ] [ IV Septum J [ Pericardium [ Minal 57 app. | Pum.Veins [ Puim. Artery
Concluzions

The first tab is always present and conveys the Revision History information about the report. The layout
of the remaining tabs varies depending on the specific template and view selected. A possible example
is depicted in the following picture.
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In the example, you can see a worksheet with different measurement fields and with buttons named
after anatomical structures. By pressing these buttons, pop-up windows will be displayed to allow
structured reporting selections.

M LV Findings

Findings Group: Findings: D etails: Dietails:
[ L Visualization [ Marmal [ Mildly
[ Lv NORMAL Reduced Mildly to Moderately
[ L¥ Size and Shape [ Hyperdynamic [ Moderately
[ Chordae/Tendon [ Supranarmal [ Moderately to Severely
[ LV Thickness [ Mat Azsessed/TDS [ Severely
LW Function - Systolic [ LVEF - Nomal [ Markedly
[ L+ Segmental wall Motion [] L¥EF - Reduced [[] CUNICAL CORRELATION REQUIRED
[ Septal totion [ LYEF - Increazed
] L% Function - Diastolic [ LEF - Supramomal
[ LvOT Thickering/Obstruction [ LVEF - Mot Assessed/TDS
[ L Thrombus
[ L &neurysmPseudoanevysm
[ L Mazses/Tumars
[ Interventricular Shunt

Motes to Left Yentricls:

These are free text comments.

Some boxes for free text or graphical items can also be present.

[ Set All Segments ta Harmal Kinesis ] [ Set All Segments to Hypakinesis

The structure of the report menus depends entirely on the template and the related Context
Groups and Reporting 1iews selected. What is presented in this guide is just a possible example.
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22.3. PREVIEWING AND PRINTING THE REPORT

| [ Frevew 7]
. G 7
| Brepor |

It is possible to display a preview of the report by pressing the Preview button. An additional tab will be
displayed with the requested preview.

| Images | archive | Report  Report Preview |

i x@dFefm ¥ 0 [ e A

Freview

=chocardiography Report

Mame: John Doe Status: Date: 06/13/2007

MRM: 123456 DOB: 82175 Age 31 yrs Sex:
Ordering M. D

Attending M.D:

CPT Codes: ICD9 Codes:

Findings Summary

Left Ventricle: Left ventricular svstolic function is mildly to moderately reduced. These are free text comments.

Measurements & Calculations
2D Measures
LvDd: 620 cm
LWDe 300 cm
¥5d: 0.90 cm
LwPwd: 0.80 em Puimonic Valve
Ao root: 260 cm

LA 3.80 cm

R4 1.80 cm

LVEF (Teich): 73,00%

Physican's Conclusions:

Interpreted by:

Aortic Valve Mitral Valve Tricuspid Valve

Lvor Pulmonary Veins

on: giugno 12, 2007 2:19 pm

If the report has been approved, the preview will display the approved PDF document. Instead, if it is
being created or edited, the preview will be dynamically updated every time some changes are made to
the structured reporting selections or in the measurements.

It is also possible to display the preview of the

Preview Approved Report

Generate and Preview Report with selected Templates

approved report, re-generated with a different set of
templates by selecting the related item in the button

drop down menu.
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In a multi-monitor setting, the preview could be shown side by side to the structured
reporting view.

The Print button allows you print the report to a system printer. For approved reports the PDF
document shall be printed. For non-approved reports, the selected templates will be used for report
generation and printing.

Also in this case it is possible to print the approved
report, re-generated with a different set of templates by
selecting the related item in the button drop down

. . |
Generate and Print Report with selected Templates | menu.

Print Approved Report

The Export button regenerates and exports the report to common electronic formats such as PDF,
RTF, HIML., Excel, etc.
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22.4. ADVANCED OPERATIONS

22.4.1 ADDING IMAGES

When a report is open for editing, it is possible to add images to the report by right clicking on the
image window and selecting “Add image to selected report...” from the context menu:

View Masks r
Windowing Tool

Zoom Tool

Lens Tool

Pan Tool

Select Tool

v Pixel Aspect Ratio Correction
Mirror Along X-Axis
Mirror Along Y- Axis
Rotate Clockwise 90°
Rotate Clockwise 180°
Rotate Clockwise 270°

Copy Ctrl+C
Special Copy Ctr+Alt+C
DICOM Information

Add image to selected report...

Open image list for selected report...

A dialog will be displayed to confirm the image selection:

Add Image to Rej

Source Additional Information
Entire Wigw Label: Selected Image
@ Selected Image [1:1)

Selected ROI

Hotes:

Add Cancel |

It will be possible to add the entire view currently displayed, just the selected image or simply a region
of interest. The added image will also require a label and optional notes.
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. | @ Images | . . - .
From the same context menu or using the button in the report view, it is possible to
review the images present in the report, re-order them or remove them from the report.

Manage Images in Report . —— - ——
Images available Image in Report
Cath Label Move Up
Echa Selected Image

PedCath

Remove

il

Selected Image Information

Label Selected Image
Notes:

l Add l [ Browse ] [ Close l

In this window it is also possible to add images from a file library or browse for specific images to add.
The file library is built dynamically from the “Reportlmages” folder, located in the parent folder of the
application executable.

Edit
By pressing the button it is also possible to edit the image using the operating
system default image editor.

The reporting templates also need to modify to reflect how the report images will be
displayed in the report printout.
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22.4.2 ALL NORMAL STATEMENTS

Set Al Nnrmal

Reports for normal patients can be created quickly using the button ] which sets

the default normal values for the report being edited.

It is also possible to remove such selection by using the “Other Tasks” drop down menu and selecting
“Remove All Normal” item.

Other Tasks 7

Rermowve All Mormal
Import Previous Report

Import Reports

22.4.3 IMPORTING PREVIOUS REPORTS

Using the “Other Tasks” drop down menu and selecting “Import Previous Reports” or “Import
Reports” items it is possible to import a report a previous study of the same patient in order to avoid
entering a similar diagnosis.

COther Tasks | ™

Rermaowve All Mormal
Import Previous Report

Import Reports

If the “Import Previous Report” item is selected, the system will automatically import the most recent
compatible (of the same type) report.

If the “Import Reports” item is selected a dialog will be displayed to allow the manual selection of the
report to import.

The specific fields to be imported are to be configured by an application specialist.

22.4.4 RECOMPUTING VALUES

The Recompute button is activated when the mouse cursor is positioned on a measurement field with
an associated formula. By clicking the button, the formula will be executed and, if applicable, the
selected field value updated.
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22.4.5 MEASUREMENT DETAILS

D etailz

The Details button is activated when the mouse cursor is positioned on a measurement field. By
clicking the button, a window will display all the different measured or imported samples for the
selected field, their mean value and the standard deviation.

Measurement Details b__q

Remove I

1D Samples
1 55
2 52
3 23

Mean Yalue: i Standard Deviakion: |1-312 | [ Close

22.4.6 MEASUREMENT TRENDS

Trends

The Trends button is activated when the mouse cursor is positioned on a measurement field. By
clicking the button, a window will display the trend over time for the selected field, considering all
previous reports for the selected patient.
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Measurement Trend

X

Study Date Samples 1
11/02/07 19:05;32 43

1113007 13:33:34 42

01)30/08 16:47:02 45

0s/27/08 102720 40

< |

22.5. CONFIRMING OR DISCARDING CHANGES

[ hDiscard l ’ ﬂSave ] [ Eﬁppm\re 'l

If in Edit mode, you need to decide what to do with the changes applied before closing the report. If
you want to discard the changes made since the last edit operation or just discard a new report, simply
press the Discard button. If instead you want to save the changes but leave the report open for editing,
press the Save button; a dialog will prompt you for additional information.

Confirm Report Changes

This operation will update the report with vour changes, Please indicate the new report status:

To Be Completed To Be Werified [ verified ]

[ Cancel ]

Please press the button to confirm your choice.

To Be Completed — This is used if you need to temporarily stop the reporting process in the
middle of a non complete report.

To Be Verified — This is used if the report is complete but you do not have the authority to
verify/validate its content from a medical standpoint.

Veerified — This is used if the report is complete and is to be verified from a medical
standpoint. The report can still be edited pending final approval by an
authorized user.
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Finally, if you want approve and sign the report, press the Approve button to sign using the default
signature method associated to the report template or use the associated drop-down menu to select a
specific signature method.

ComPACS default signature method is the Electronic Signature, i.e. username and password. However,
different custom signature method plugins, such as smart-card based digital signature, are available.

A window will display the final, signed, report in PDF format for your review and final confirmation.

Regort Review and Approval W ——

Usa: VA7 PENDORNS Mame: Uses' Test &\ > Repot Type: Orignal

Ecocardiography Report

Patient: Doe John Study Date: 7/11/2012

Patient ID: S2000-T

Date of Birth: Age: Sex: Maschio

Height: m Weight: Kg BSA: m2

Study Quality: Acquisition Mode: M-Mode. 2D. Doppler.
Refer Site:

Indications:

Left Ventricle: Normali dimensioni, spessori parietali, cinesi e indici di funzione sistolica e diastolica.

IVSa
WMS Index : 1,00 i

AL IVSa
0 Not seen IvVSp PL

i Hyperkinetic I
1 Normokinetic ™~ - IVSp
2 Hypokinetic
2 AL Al

>
/

] i ™ : - AL

pprave ] Aapiave and Pk ] Cancel and Edi Fapat

Information about the user currently logged on, his or her name and the type of report (Original,
Replacement or Cancellation) is also provided.

Depending on your privileges, it is possible that only a subset of these options is available

After Approval no further changes are allowed on the report which is definitively archived.
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Upon approval, the system generates a PDF version of the report with the print template
in use at the time of finalization. This PDF file, encapsulated in a DICOM object, is stored for future
reference in the exact content and layout.

If the print templates are modified, the report content and layout in preview may change
even after finalization. It is important to always reference the PDF version for the content and layout
of the report issued.

22.6. REVISION HISTORY

The revision history tab is common to all templates and shows the current status of the report as well

as the history of the changes that occurred, the user responsible for such changes and the date/time at
which they took place.

Revision History l General D’ata]

Cument Status: Criginal, Partial
Content Date: 04/27/199:23:30 AM
Cumently Verified by:
Date Operator Organization

Revision Histony Details:

Date Description Cperator Crganization

Signature Details:

If a digital signature has been applied to the report document, the details about the signature process as
well as possible additional information, is also listed.
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23. CONTEXT SYNCHRONIZATION

ComPACS Workstation can be synchronized with a compatible third party system. This allows the
application to automatically change patient context if such changes occur in a third party system or
vice-versa.

WY Please refer to your system administrator and to the Systews Administrator’s mannals for more
details.

If this capability is enabled, a context synchronization item will be displayed in the Fif menu, before
the Exit item.

Program Settings...
Lock Application...

Change Password...

DIPS Context Synchronization

Exit

If this capability is active, the menu item will be checked. If unchecked, the workstation will not
synchronize with the third party application.

When the menu item is selected, the synchronization status is modified.

Warning messages will be provided when the workstation loses context synchronization or when it is
not capable of changing patient context.
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24. APPENDIX A

24.1. POST MARKETING SURVEILLANCE

A\

This software is subject to post marketing surveillance in order to detect or become aware of, as rapidly
as possible, real or potential hazards for the patient and/or operator due to incotrect functioning of the
software and consequently resolving such problems in the fastest and most efficient way.

For this reason, if the operator notices any incorrect functioning of the software, reduction or
limitation in its performance, inaccuracy or inadequacy of the labeling or operator’s manuals, that may
lead to a real or potential hazard for the patient and/or operator, we kindly request to be immediately
informed directly or through our representatives by filling in the following form or sending a
communication conveying the same information. All the information related to the software (name,
version, license code) are available in the about window of the program and in the installation CD. In this
way, we can undertake all adequate preventive and corrective actions with the greatest efficiency and

speed.
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24.2. Hazard Notification Form

Send to: MEDIMATIC S.R.I.
Quality Assurance Function
Viale Cembrano 4C
1-16148 Genova ITALY

Fax: +39-010-3074548

Software Name:

Integrated Module(s) Name(s):

License Code(S/N):

Description of the real/potential hazards:

Notes and suggestions:

Person/Department to Contact:

Address:

PRhONE: ottt Fax:

E-Mail:

Dater covviviiil SIGNATULE: L. utt ittt
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25. APPENDIX B

25.1. CONFIGURATION

25.1.1 WEB & SERVER TOOLS

Before using ComPACS Review Station your site must first make sure each server-side component is
installed and correctly configured. Please refer to the System Administrator’s Manuals to configure each
server component.

The configuration parameters of the ComPACS Server determine the parameters to be used
in configuration of the ComPACS Review Station to access the archive/setrvet.

25.1.2 FIRST LAUNCH

Once the software is installed, by clicking the start icon of ComPACS Review Station (as described in
chapter 3) the software will be launched.

At the first launch, a configuration window will appear. This is the Arhive Confignration window.

The first choice is to determine if this configuration is valid only for the current workstation (identified
by its Workstation AE Title) or to A/ others, meaning all the workstations for which no dedicated
configuration has been defined. The Add Workstation and Delete Workstation respectively allow the

creation or removal of dedicated workstation settings.

Then in this window you need to initially assign the following parameters:

Configuration Name - A name identifying this specific archive configuration

Archive Type - The type of archive you are connecting to.

Defanlt Domain - The default domain the users logging into this archive belong to.
Defanlt Archive - If this is the default configuration to be prompted upon startup.
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Workstation AE List: <&l Others:

Other Dptions

Archive Info

General Info

- Mew Wiorkstation Delete ‘Wiorkstation

Archive List: | COMPACS -

Configuration Mame: COMPACS

Archive Type: ’Sewer [Frotocol 2] vl

Default Damair: W F-PANDORA, Hew
Fd adify

Server Info Client Info Delete
Hast Mame / IP: W F-PANDORA AE Title: COMPACSWES

AE Title: COMPALS Request Single Sign On

Drescription: TestServer

SOL Server WA T-PANDORAVCOMPAL:

SOL Catalog: COMPACS

COM Auth, Lesel: Connect

Part: 2375

Timeout; B0

Ping

Yerify

There currently two different sets of Archive Types available: a) archives which represent ComPACS
systems (ComPACS Server — Protocol 2) and, b) Third party archives accessible via DICOM network

protocol (DICOM).

To connect to a ComPACS archive you need to specify the following additional information:

Host Name/ IP

AE Title

Description

SOL Server

- dns name or IP of the server on which the ComPACS Archive Service is
running.

- The AE Title of the Server

- A free text description (does not need to match the server side
description).

- The name of the Microsoft® SQL Setrver instance on which the
ComPACS database is installed.
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SOL Catalog - The name of the catalog within the above SQL server in which the
database is installed.

COM Aunth. Level - The type of COM/DCOM authentication the client uses to access the
archive service.

Port - The default value automatically prompted is recommended.

Timeont - The default value automatically prompted is recommended.

and for the Client:

AE Title - The AE title of the workstation. This needs to have been already
configured with the Web & Server Tools.

Reguest Single Sign On - This parameter can be checked if the workstation is to automatically
authenticate the user on the basis of the current Windows logged on
uset.

To connect to a ComPACS Web Setver archive using HTTP/HTTPS you need to specify the same
information and, in addition, the following items:

Server URL - This is the URL of the Web Server. Typically
http://<machinename>/websetver.

Proxy Type - The type of proxy used. Generally “Default Internet Explorer”.
Custom proxy settings (Address, User and Password) may also be
configured.

To connect to a DICOM archive you need to specify the following additional information:

Host Name/ IP - dns name or IP of the server on which the DICOM Server is running.
AE Title - The AE Title of the DICOM Server

Description - A free text desctiption.

Port - The port on which the server is listening for incoming connections.
Timeont - The association timeout that the server allows for a connection

(expressed in seconds).
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Max PDU - The maximum PDU size that the server expects. The value is

expressed in Kb.

<DICOM Prop.> - Check boxes for the different DICOM services that the server
provides.

<Advanced> - Advanced DICOM settings, recompression formats for C-STORE

operations and logging functions.

And for the Client:

AE Title - The AE Title of the DICOM Server

Port - The port on which the server is listening for incoming connections.

Timeont - The association timeout in attempting a connection (expressed in
seconds).

Max PDU - The maximum PDU size to propose in DICOM associations. The

value is expressed in Kb.

The erify button allows you to perform a C-ECHO to see if the parameters are correctly
set.

Once set, apply the parameters by clicking the New button. The software will put the registered archive
in the field labeled Archive List. This method allows you to add several archives or to edit already
defined ones.

It is worth noting that the main archive should be set as the default by clicking on Sez As
Default. This way it will automatically be available to all Windows® users and it will also always be
possible to retrieve the default settings (in case of mistakes) by clicking on Restore Defanlt.

Once all the necessary parameters have been set, each successive start will bring up the /og
in dialog window and ask the user for a wser name and the password needed for the logon. You can also
logon as Anonymous, but this logon does not allow the access to the archive. The allowed logins are
only those previously configured with the Web Tool.
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25.1.3 ADDITIONAL ARCHIVES

The login configuration defines the main archive. In addition secondary archives per each configuration
can be configured in a similar way using the Program Settings item of the Fil menu and going to the
Archive tab. This way, ComPACS can perform simultaneous queries on multiple archives instead of a
single one.

25.1.4 OTHER OPTIONS

The Other Options button allows the configuration of the default archive settings.

Search Dptions

| Automatically add * wildchar to queries

V| Automatically perform in depth lower level queries

Default Values

Diefault Archive Filter: Login primary archive - Default Info Source Filter: Last value uzed -
Default Date Search: Last value uzed - Diefault Study Source Filter: HL? Source -
Default Assignment Filter: Last value used - 7] sutomatically search for studies

Drefault Origin Filker: Last value used - Time Range [hours before - after]: 16 18

Drefault Maodality Filter: Last value uzed - Drefault Mew Study Status: Exam Scheduled -
Drefault Study Status Filter: Last value uzed - Drefault Mew Study Urgency: Low urgency -
Drefault Provider Filker: Any Provider - Default New Study Pravider: Pravider 1| -
Drefault Study Urgency Filter: Last value uzed -

Drefault Organization Filker: Last value used -

Diefault Site Filter: Last value used -

It is possible to indicate whether wildcard characters are to be automatically added to search fields.
Please note that this feature does not apply to ID fields such as Patient ID or Accession Number.

It is also possible to indicate the default filtering values for the Archive Search window, the
Information Source provider to use and the default provider and status for new created studies. For
most fields the system can also retain the last settings used for each user.
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26. APPENDIX C

26.1. ECHO ANALYSIS ACCURACY AND PRECISION

In this appendix the terms accuracy and precision have the following meaning:

Accuracy -  the absolute value of the difference between the real measure and the mean of the
estimated measurements;

Precision - the standard deviation of the estimated measurements.

The following table reports the mean values and precision of an experiment in which repeated
measurements of geometrical artificial structures in an ultrasound DICOM image.

Measurement Accuracy Precision
Linear measurements | 0.3 pixel 1.2 pixel
Areas 0.1 pixel® 0.4 pixel®
Perimeters 0.3 pixel 1.3 pixel

Values are expressed in pixel units since the real measurement uses various units of measurement for
each ultrasound image type (meters, second, m/sec). To obtain the accuracy and the precision in the
specific unit of measurement for the given image type, it is simply sufficient to compute the derived
value on the basis of the horizontal and vertical calibration image factor.

Generally for the measurements we suggest to apply a zoom factor on the image to reduce the effect of
the introduced mistake from the manual indication of the distance to be measured.

A In the absence of a correct calibration, the measurements carried out on the
images are invalid. It is always necessary to control the calculated calibration factor, the
obtained measure and the borders traced to verify their admissibility.

A In the appendix the accuracy and precision of the method are reported.
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27. APPENDIX D

27.1. ANGIOGRAPHIC ANALYSIS ACCURACY AND PRECISION

In this appendix the terms accuracy and precision have the following meaning:

Accuracy -  the absolute value of the difference between the real measure and the mean of the
estimated measurements;

Precision -  the standard deviation of the estimated measurements.

27.2. KNOWN DISTANCE BASED CALIBRATION

The following table reports the mean values and precision of an experiment in which repeated
measurements of known distances of different dimensions have been carried out on the same image.
The table underlines a relation between the size of the measured structure in the image and the
precision of the measurement; when the size in pixels increases (in the experiment this also
corresponds to an increase in the real dimension) the measurement precision increases.

Square Side Length Accuracy Precision
4 mm 0.0013 mm/pixel 0.0070 mm/pixel
8 mm 0.0016 mm /pixel 0.0032 mm /pixel
12 mm 0.0010 mm/pixel 0.0016 mm/pixel
16 mm 0.0000 mm /pixel 0.0019 mm /pixel
20 mm 0.0004 mm/pixel 0.0017 mm/pixel
40 mm 0.0001 mm/pixel 0.0003 mm/pixel

For this reason it is better to carry out calibration on structures with sufficiently large pixel dimensions
(dimensions in the image to be analyzed). Alternatively it is possible to apply a zoom factor to the
image to reduce the error introduced by the manual selection of the distance to be measured.
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27.3. CATHETER BASED CALIBRATION

The following table reports the results of a calibration experiment on a set of empty and contrast filled
catheters of different size and vendor.

Contrast filled

Accuracy Precision
0.008 mm 0.009

27.4. CORONARY ANALYSIS

The following table reports the results of an in vitro analysis of a set of phantoms of different
diameters:

Dimensions X-ray Images
Size Accuracy Precision
mm mm

5.0 mm 0.00143 0.01349
4.5 mm 0.00684 0.02083
4.0 mm 0.00245 0.01854
3.5 mm 0.00274 0.02282
3.0 mm 0.00391 0.02812
2.5 mm 0.00001 0.02370
2.0 mm 0.00066 0.02994
1.5 mm 0.00336 0.03547
Mean Value |0.002681 0.02411

27.5. VENTRICULAR VOLUME

The following table reports the results obtained by using the program to measure an elliptic synthetic
image in order to estimate the error due to the manual profile tracing:

Accuracy Precision
Diastolic Volume 0.34 ml 1.858 ml
Systolic Volume 0.47 ml 0.254 ml

It is clear that the errors are negligible not only with respect to the measure carried out, but also with
respect to the intrinsic errors in the applied Area-Length method for volume calculation.
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27.6. BODY SURFACE

The formula used to compute the body surface is:

BSA=71.84- W0<425 . H0.725

where IV corresponds to the weight in Kg, H corresponds to the Height in ¢ and the calculated body
surface is o7,

27.7. REGIONAL SHORTENING

The following table shows the error in the detection of the regional shortenings on a synthetic image:

Accuracy Precision
Regional Shortening 0.0193 % 0.0266 %

MediMatic Stl — ComPACS 10.10 — Ref: COMPACS-UG10.10-13 2020/06/09 Page 223 of 225



28. APPENDIX E

28.1. IVUS ANALYSIS ACCURACY AND PRECISION

In this appendix the terms accuracy and precision have the following meaning:

Accuracy -  the absolute value of the difference between the real measure and the mean of the
estimated measures;

Precision - the standard deviation of the estimated measures.

The following table reports the mean values and precisions of an experiment in which repeated
measures of known distances of different dimensions have been carried out on the DICOM file.

Measurement Accuracy Precision
Horizontal segment | 0.002 mm 0.028 mm
Vertical segment 0.002 mm 0.044 mm
Diagonal segment 0.006 mm 0.032 mm
Areas 0.001 mm’ 0.020 mm®

For these measurements it is suggested to apply a zoom factor to the image to reduce the error
introduced by the manual selection of the distance to be measured.

The following table reports the mean values and precisions of an experiment in which repeated
measures of known distances and areas into the image longitudinal reconstructed.

Measurement Accuracy Precision
Horizontal segment | 0.001 mm 0.022 mm
Vertical segment 0.020 mm 0.050 mm
Diagonal segment 0.026 mm 0.032 mm
Areas 0.058 mm® 0.060 mm?®
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29. APPENDIX F

29.1. GENERIC MEASUREMENTS ACCURACY AND PRECISION

In this appendix the terms aceuracy and precision have the following meaning:

Accuracy -  the absolute value of the difference between the real measure and the mean of the
estimated measurements;

Precision - the standard deviation of the estimated measurements.

The following table reports the mean values and precision of an experiment in which repeated
measurements of geometrical artificial structures in an ultrasound DICOM image.

Measurement Accuracy Precision
Linear 0.1 pixel 0.050 pixel
Polygonal Area 0.1 pixel® 0.793 pixel’
Angle 0.1° 0.589 °

Values are expressed in pixel units since the real measurement uses various units of measurement for
each ultrasound image type (meters, second, m/sec). To obtain the accuracy and the precision in the
specific unit of measurement for the given image type, it is simply sufficient to compute the derived
value on the basis of the horizontal and vertical calibration image factor.

Generally for the measurements we suggest to apply a zoom factor on the image to reduce the effect of
the introduced mistake from the manual indication of the distance to be measured.

A In the absence of a correct calibration, the measurements cartied out on the
images are invalid. It is always necessary to control the calculated calibration factor, the
obtained measure and the borders traced to verify their admissibility.

A In the appendix the accuracy and precision of the method are reported.
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