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Regulatory Compliance
K143487: FDA 510(k) Clearance for class Il medical devic@roduct: LifelinesiEEG

The Lifelines iIEEG software and systemshe Trackit Mk3 and R40amplifiers, and the Lifelines
Photic stimulator bear a CE mark issued by BSI (CE0086).

Copyright

All rights reserved. This manual contains proprietary information which is protected by
copyright and may not be copied in whole or in part except with the prior written perm ission
of Kvikna and Kvikna Medical. The copyright and the foregoing restrictions on the copyright
use extend to all media in which this information may be preserved.

This copy of the Lifelines IEEG User Manual shall be used only in accordance with the
condition of sale of Kvikna and Kvikna Medical or their distributors.

Kvikna and Kvikna Medical make no representations or warranties of any kind whatsoever
with respect to this document. Kvikna and Kvikna Medical disclaim all liabilities for loss or
damage arising out of the possession, sale or use of this document.

Kvikna® is a registered trademark of Kvikna ehf.

Lifelines IEEG® is a registered trademark of Kviknashf.

Lifelines® is a registered trademark of Lifelines Itd.

Microsoft Word®, Windows®, and Offi ce® are registered trademarks of Microsoft
Corporation.

All other trademarks and product names are the property of their relevant owners.

Kvikna and Kvikna Medical
Stoérhofoi 21

110 Reykjavik

Iceland

Tel: +354 578 8400
Email:kvikna@kvikna.com
www.kvikna.com

Report suggestions or complaints by email: support@kvikna.com
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Intro

Intended Use

Lifelines IEEQs an EEGsystem that allows acquisition, display, archiwe, storage and analysis of
physiological signals. The intended user of this product is a qualified medical practitioner
trained in electroencephalography who will exercise professional judgment in using the
information.

The Lifelines iIEEGsystem also includes the display of quantitative EEG plos, power spectrum,
which is intended to help the user to monitor and analyze the EEG.

This device does not provide any diagnostic conclusion about the patient's condition to the
user.

Caution: Federal (USA) law restricts this device to sale by or on the order of a physician
licensed by the law of the State in which he practices to use or order the use of the device

Indication for Use

Lifelines iIEEG is used an aid in the diagnosis of neurophysiological disorders such as epilepsy.

Disclaimers and Warranties

The information in this section is subject to change without notice.

Except as stated below,Kvikna Medical ehf (Kvikna Medical) makes no warranty of any kind
with regard to this equipment, including, but not limited to, the implied warranties of
merchantability and fitness for a particular purpose. Kvikna Medical shall *-not be liable for
errors contained herein or for incidental or consequential damages in connection with the
furnishing, performance or use of this equipment.

Misuse, accident, modification, improper operating environment, improper maintenance or
damage caused by a product for which Kvikna Medical is not responsible will void the
warranty.

Kvikna Medical does not warrant uninterrupted or error -free operation of its products.

Kvikna Medical or its authorized agents will repair or replace any products which prove to be
defective during the warranty period, provided that these products are used as prescribed in
the operating instructions in the userds and ser

No other party is authoriz ed to make any warranty to assume liability for Kvikna Medicald s

products. Kvikna Medical will not recogniz e any other warranty, either implied or in writing. In

addition, services performed by someone other than Kvikna Medical or its authorized agents

or any technical modification or changes of products without Kvikna Medicab s pr i or wr i tt
consent may be cause for invalidating this warranty.

Kvikna Medical manufactures hardware and software to be used on or with standard PG
compatible computers and operating software. Kvikna Medical, however, assumes no
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responsibility for the use or reliabilit y of its software or hardware with equipment that is not
furnished by third -party manufacturers accepted by Kvikna Medical at the date of purchase.

All warranties for third -party products used within the Lifelines IEEG system are the
responsibility of the relevant manufacturer. Please refer to the relevant documentation on
each product for further details.

This document contains proprietary information that is protected by copyright. All rights are
reserved. No part of this document may be photocopied, reproduced in any other form or
translated into another language without the prior written consent of Kvikna Medical.



Compliance

Lifelines IEEQs designed to comply with the following medical safety standards.

International standards:

IEC 623042006 Medical device software & Software life cycle
processes
IEC 62366:2007 Medical devices-- Application of usability

engineering to medical devices

Acquisition Systems:

IEC 606011:2006 Medical electrical equipment d Part 1. General
requirements for safety.
IEC 606011-2:2007 Medical electrical equipment - Part 1-2: General

requirements for basic safety and essential
performance - Collateral Standard: Electromagnetic
disturbances - Requirements and tests

IEC 606012-26:2003 Medical electrical equipment 6 Part 2-26: Particular
requirements for the safety of
electroencephalographs.

Part 1-11: General requirements for basic safety and
essential performance - Collateral standard:
Requirements for medical electrical equipment and
medical electrical systems used in the home
healthcare environment.

[STEN 60601-1-11:2010

European standards:

EN ISO 14971:2012 Medical devices & Application of risk management to
medical devices.

US standards:

US Code of Federal Regulations Title 21, Chapter 1, Subchapter i|d Medical Devices
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Safety and Warning Notices

Warnings are directions which if they are not followed can cause fatal or serious injuries to a
user, engineer, patient or any other person or can lead to a mistreatment.

WARNING: Safety of Lifelines iEEGmedical devicescannot be ensured unless allhardware
and software components are provided by Kvikna ehf or an authorized agent. Iltems not
specified as part of a Lifelines iEEG systenincluding 3™ party software) must not be
connected to or installed in a Lifelines iEEG systemDoing so may damage the equipment
and result in injury.

WARNING : Do not open or modify the equipment without the authorization of the

manufacturer. Unauthorized modification may damage the equipment and result in injury.

WARNING: Lifelines iEEGs intended to be installed, used and operated only in accordance

with the procedures given within this manual and accompanying documentation for the

purpose for which it was designed. Not hing state
professional responsbilities for sound judgment and best practice.

WARNING: Users shall only install, use and operate the equipment in such ways that do not
conflict with applicable laws or regulations which have the force of law.

WARNING: Use of the equipment for purposes ot her than those intended and expressly
stated by the manufacturer, as well as incorrect use or operation, may relieve the
manufacturer or his agent from all or some of the responsibility for resultant non -compliance,
damage or injury.

WARNING: This equipment is intended to be used by a healthcare professional.

WARNING: This equipment is intended only as an adjunct device in patient assessment; it
must be used in conjunction with other methods of patient diagnosis. This equipment is not
to be used for the determination of brain death.

WARNING: The Lifelines iIEEGystem is not intended to be used as a vital signs monitor.

WARNING: Lifelines does not supply the Nonin senso
specified by Nonin to be used with their Oximeters.

WARNING : The function or safety of the equipment could be impaired if it has been
subjected to unfavorable conditions in storage or in transit. If at any time function or safety is
thought to be impaired, the instrument should be taken out of operation and secured against
unintended use.

CAUTION: Do not touch simultaneously any accessible USB or other contacts on the PC or
monitor and the patient.
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WARNING: : Lifelines iIEEGnay cause radio interference or may disrupt the operation of
nearby equipment. It may be necessary to take mitigation measures, such as reorienting or
relocating the Lifelines iEEG systenor shielding the location.

WARNING: The use of accessories transducers and cables other than those specified, with
the exception of transducers and cables sold by Kvikna ehf or an authorized agent as
replacement parts for internal components, may result in increased emissionsor decreased
immunity of the Lifelines EEG system.

WARNING: Care should be taken in using systems with photic stimulator. The operator
should not look into the photic device when it is turned on. When the photic stimulator is not
in active use, it should not face anyone.

CAUTION: None of the equipment or packaged components in the devices is sterile. They
should not be used in a sterile environment.

WARNING: Use only medical grade power supplies. These are provided with the system.

Additional Warnings Specific to Laptop and Tablet PC Systems

The following warnings, in addition to the other warnings in this chapter, must be heeded
regarding the installation and use of the all laptop and tablet pc systems.

WARNING: All software components are supplied configured. The power options settings (in
the Control Panel) must not be changed or tampered with.

WARNING: Do not place laptop or tablet pc on a soft surface, e.g. a couch or blanket. This
can cause overheating and the system may shut down.

WARNING : Strangulation hazard due to long cables. Keep cables away from doorways and
walkways and keep out of reach of children.

WARNING: Choking hazard. Contains smallparts that may cause choking if swallowed. Keep
out of reach of children.

WARNING: (Specifically for portable systems in a case, i.e. system 1020)o avoid a heating
hazard, unplug the system from the wall socket when not in use for one hour or more.

Additional Warnings Specific to System 1040 WIEEG

The following warnings, in addition to the other warnings in this chapter, must be heeded
regarding the installation and use of the 1040 WIEEG variant.

WARNING: The WIEEGamplfier must never be attached to a patient during the battery
charge cycle.This could cause electrical burns to the patient.

CAUTION: The WIEEG amplifier must be turned off during the charge cycle.

10
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WARNING: Review all Safety Information before connecting the BraiNet® WIEEG to a
patient.

WARNING: Only individuals trained in the operation of the WIEEG recorder should connect a
patient to the WIEEG recorder.

CAUTION: The WIEEG Transmitter Module must be fully charged prior to each EEG
recording. 12 hours is recommended time for a full charge.

EEG Electrodes

The Trackit Mk3 amplifier and R40 connects to standard 1.5mm touch proof electrodes using
DIN 42802-style connectors arranged in a standard 1002 0 pattern, attached to
head.

The WIEEG model 100 amplifier uses Ives EEG electrodes and a BraiNgKit. See the
accompanying documentation for more information.

WARNING: Lifelines does not supply EEG electrodes. To ensure patient safety, the electrodes
used must be approved to the Medical Device Directive 93/42/EEC in Europe or to the
relevant local standards outside Europe.

CAUTION: The conductive part of electrodes and their connectors, including the Neutral
electrode, should not contact other conductive parts including earth.

WARNING: Electrode Placement: Caution should be taken when plugging electrodes into the
EEG Amplifier to ensure that the correct socket is used for each electrode.

Use with other equipment

Defibrillators and HF surgical equipment
The equipment is not defibrillator proof and should not be used in situations where a
defibrillator is likely to be used.

WARNING: The equipment should not be used with high frequency surgical equipment.

CONTRAINDICATIONS: Do not use the amplifier in an MRI environment. Failure to follow
this warning may cause serious electrical burn on the patient due to local heating caused by
dielectric electromotive force.

CONTRAINDICATIONS: Do not use the amplifier near a defibrillator. Before defibrillation,
remove the WIEEG transnitter module from the patient. If the discharged energy from the
paddles were to come into contact with the device or its transducers, it could give the patient
an electrical burn.

WARNING: Do not use the amplifier in an explosive atmosphere due to risk of explosion.

11
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Other patient -connected equipment

When used simultaneously with other patient-connected equipment, for example a cardiac
pacemaker or other electrical stimulator, it is unlikely that a safety hazard will arise. However
always consult the documentation supplied with the other patient -connected equipment to
ensure that all hazards, warnings and cautions are considered before the equipment is used
together.

WARNING : Non-medical equipment, when used with the system, should comply with
IEC/ISO safetystandards relevant to that equipment. IT equipment should comply with IEC
60950.

Leakage current

This system is designed to comply with IEC 606011, the international standard for medical
electronic equipment, which specifies the permissible levels of leakage current. A potential
hazard exists in the summation of leakage currents caused by connecting several pieces of
equipment together . Because this system can be used in conjunction with standard electronic
devices, the total leakage current should be tested whenever the system is modified.

There should be no electrical connections between the system equipment, which is powered
via the isolation transformer, and any other equipment powered from a non -isolated mains

supply.

Interference

WARNING : The Tradkit Mk3, R40and WIEEGwWill continue to operate in the presence of

radio frequency magnetic fields (RF) and the effects of electrostatic discharges (ESD) and
other interference, in accordance with the requirements of EN60601-1-2. However, the
amplifiers record signals of very low amplitude, and these signals themselves are not immune
to the effects of RF, ESD and lowfrequency magnetic field interference. Such interference
may cause signal arefacts and compromise the intended use of this device.

The Trackt Mk3 may have internal radios fitted. These are approved industry-standard
Bluetooth and Wi-Fi types which present minimal risk of reciprocal interference with other
equipment.

WARNING : When in close proximity to the amplifier, do not use mobile phones, transmitters,
power transformers, motors, or other equipment that generates magnetic fields. Do not use
the device near radio stations, high frequency cables, radio or television. Refer to the
Appendix for more information.

WARNING: The equipment or system should not be used adjacent to or stacked with other
equipment. If adjacent or stacked use is necessary, the equipment or system should be kept
under observation to verify normal operation in the configuration in which it will be used.

12
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WARNING : Medical electrical equipment needs special precautions regarding EMC and
needs to be installed and put into service according to the EMC information provided in the
Appendix.

Maintenance and Cleaning

The iIEEG acquisition system contains no useserviceable parts (apart from replaceable
batteries of the Trackit recorder). The system uses solidstate components and requires no
routine testing or maintenance procedures apart from occasional cleaning and checking for
wear and damage to all parts including accessories. Rplacement of individual system parts is
done by qualified Lifelines iIEEG distributors only.

Cleaning

The outer surfaces of the system may be cleaned using a soft cloth moistened with water and
mild detergent. A low -pressure air-line or a vacuum cleaner can also be used.

It is recommended to clean the WIEEG amplifier between each patient application.

CAUTION: Do not allow any liquid to enter the case of any instrument or connector. Do not
use acetone on any of the instruments.

Reusable electrodes are to becleaned and disinfected according to the instructions provided
by the respective manufacturer.

Useful Lifetime

The useful lifetime for the Lifelines iEEG Portable system is 5 years.
The useful lifetime for the Lifelines iEEG Clinical system is 3 years.

The useful lifetime for the IEEG software is 5 years.

Disposal

E Items marked with this symbol require special recycling. Do not dispose of in
landfill. When this equipment has reached the end of its useful life, it must be
Bl disposed of in an environmentally friendly way. Waste electrical and electronic

equipment (WEEE) requires special procedures for recycling or disposal. This includes

batteries, printed circuit boards, electronic components, wiring and other elements of
electronic devices. Follow all of yaur respective local laws and regulations for the proper
disposal of such equipment. Contact your local distributor for information concerning this.

The WIEEG units do not present any biological or radioactive threat and may be disposed of
according to local regulations, or returned to the manufacturer for disposal.

The BraiNet® template is a single patient use disposable device and should be properly
disposed of after use in accordance with your facilities procedures for such.

13
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CAUTION: Do not dispose of batteries by incineration.

Environmental Parameters for Operation

The operational and storage/transportation environmental conditions are as follows:

Operational:

Temperature d Trackit Mk3, R40
Temperature d WIEEG

Relative humidity & Trackit Mk3, R40
Relative humidity 8 WIEEG

Atmospheric pressure - All

+10°C to +40°C

+5°C to +35°C

25% to 95% non-condensing
40% to 93% non-condensing

700mB to 1060mB

WARNING: Do not obstruct any cooling slots. Position the equipment so that air flows freely.

Storage and Transport:

Temperature 8 Trackit Mk3, R40
Temperature 8 WIEEG

Relative humidity & Trackit Mk3, R40
Relative humidity 8 WIEEG

Atmospheric pressure 8 Trackit Mk3, R40

Atmospheric pressure 8 WIEEG

Third -party Devices

-10°C to +50°C

-10°C to +45°C

10% to 95% non-condensing
40% to 93% non-condensing
500mB to 1060mB

700mB to 1060mB

Refer to all third-party device documentation and heed all warnings, cautions and safety
markings associated with the installation and use of those devices before using this system.

Reporting Incidents

In the event of a malfunction or change in performance of the device that may affect safety,

send a report to support @kvikna.com

Warning Symbols

A Additional warnings are indicated by thi s symbol elsewherein this document.

14
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Device Description

The Lifelines iIEEG medical device is intended for acquisition and review of EEG and other
physiological data as well as digital video synchronized to the EEG. It offers industry standard
features such as remontaging, band pass filtering, and spectral analysis in the form of trend
analysis and user selected section of EEG. Additionally, it offers a remote control feature
whereby live recording is viewable from a remote client system.

The Lifelines iEEG acquisition system consistsf the following:

1 Proprietary software
9 Off the shelf IT components
1 Medical power supplies
1 EEG amplifier
Optionally:

9 Photic Stimulator

The EEG amplifier is a medical device (Lifelines Trackitlk3 8 FDAK010460 (all Mk3 models);

Lifelines R400 FDAK151600, JNS iEEG model 10@ FDA K131944 and the photic stimulator

is as well (Lifelines Photic Stimulatord FDA K101691)The off the shelf IT components include

a PC, for example a Laptop, a Opower over Ethern
PCand the switch are powered by medical power supplies. Cameras are powered through

the switch.

The Lifelines iIEEG acquisition software which is a part of the Lifelines iEEG software system
allows the user to interact with the hardware, i.e. amplifier, photic stimulator and video
cameras. Furthermore, it stores and presents the information collected by the hardware
following industry standard, user customizable processing. Additionally, it allows the user to
annotate the data during recording.

Lifelines iEES is a software system also used to manage and review EEG examinations. It
works on data acquired by the Lifelines iEEG acquisition software as well as data from some
third party EEG equipment that is imported into the system. The EEG is presented in a
conventional way and conventional signal processing is applied such as remontaging and
band pass filtering. The system is also capable of presenting digital video synchronized to the
EEG if this is available. Some advanced analysis methods are provided as aid: FFT analysis
and Artifact Removal.

The software is designed using service oriented architecture enabling the possibility of
reviewing data over WAN without the use of additional remote desktop software solutions.

15
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The IEEG Centrum is the main patienand user administration area. It is used to manage
patient demographics, keep track of exams and manage user access to clinical data. The
system can be configured to allow access from the internet using encrypted communication.

The IEEG Review software igased for review and analysis of EEG data by clinical experts. The
user can navigate within the EEG that can be many hours long, filter and remontage as
desired. Furthermore, the artifact removal feature can be used to automatically filter artifacts
from the EEG. If video data is available, it can be shown synchronized to the EEG traces.
Sections of relevance are manually marked by the user and the relevant sections are archived
for long -term storage.

Essential Performance

The medical device is intended to be used as a tool to aid diagnosis of neurological diseases
such as epilepsy. Itdoes not provide life -support functions or monitoring of vital

physiological signs. The symptoms to be diagnosed and treated are not acute in the sense
that delay in the measurement will not result in harm to the patient. However incorrect
output from the devi ce could lead to an inappropriate treatment that would present an
unacceptable risk to the patient.

Therefore, the Essential Performance of the device is to deliver accurate datan the following
ways:

1 Correct analog processing, analog to digital conversion, digital processing and host
communication.

Correctly interface to the EEG amplifier and write the data to file.

Correctly read the data from the previously written file.

Correctly process the data according to the specification given by the operator.
Correctly display the data according to the specification given by the operator.
Associate the data with the correct patient.

= =4 —a —a -
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Connecting the System

All Acquire systems are provided with the software preinstalled on the appropriate hardware
for the system. There are various hardware configurations available, therefore it is important
to refer to the connections diagrams provided with your system to ens ure that all parts are
connected properly.

User Acceptance Test

A user acceptance test form is provided with the system. After checking the system against
the appropriate connections diagram, sign the form and return it with any comments. If the
form is not returned, it is presumed that installation was satisfactory and acceptance is
agreed.

Starting the System

To start the system, proceed as follows:

1 Ensure all components are connected according to the appropriate diagram.

1 Plug the PC into the wall outlet.

9 Switch on the PC and wait for the software to load.

9 Start the recording following the steps in the chapters Aquire Touch or Acquire Pro.

Note: These procedures also apply following a mains power interruption.

Shutdown of the System

At the completion of a study proceed as follows to shut down the system:

9 End the recording following the steps in the chapters Acquire Touch or Acquire Pro.
9 Switch off the PC and disconnect the power cable from the wall outlet.

Warnings

The Lifelines iEEG medical deviceomprises software and hardware components that
A must not be tampered with or modified in any way. This includes connecting non -

authorized components, opening or modifying the equipment, installing 3 " party
software, and modifying power settings. Failure to heed this warning may result in personal injury,
damage to the equipment and will void the warranty.

IMPORTANT: Read the warnings in the chapter, Safety and Warning Notices, before using this
product.
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Explanation of Symbols

* Type BF equipment @ Follow operating instructions
é@ Input/output connection _@ Input connection

ﬁ Special recycling required, do not dispose of in landfill. When this equipment has

reached the end of its useful life, it must be disposed of in an environmentally -
friendly way. Waste electrical and electronic equipment (WEEE)equires special
mmmm Procedures for recycling or disposal. This includes batteries, printed circuit boards,
electronic components, wiring and other elements of electronic devices. Follow all of
your respective local laws and regulations for the proper disposal of such equipment. Contact
your local distributor for information concerning this.

A Consult warnings in User Manual Bluetooth

(((i))) Internal radio device ? WLAN WiFi

Cj Pushbutton SpO, Nonin Xpod Pulse Oximeter
d Manufacturer -— DC power

Internal battery hazard O Electrocap

_— Battery Powered SN Serial Number

Storage and transport symbols

X v
Temperature limits Fragile
J:I 95
Keep dry e Relative humidity limits

Barometric pressure limits

18
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Compatible File Formats
Lifelines iIEEG is compatible with the following file formats:

Lifelines iIEEG (*.ieegQ)

Lifelines Encrypted iEEG (*.ieegz)
Lifelines Trackit (*.edf)

EDF (*.edf)

E (*.e)

EEG (*.eeq)

XLTek (*.erd)

Nihon Kohden (*.eeq)

= =4 -4 -4 -—a -—Aa -8 -1

Accompanying Documentation

For installation of the software and server and other administrative functions, refer to:
9 Lifelines iEEGTechnical Manual

For cart assembly of clinical systems, refer to:
9 Lifelines IEEQCart Assembly Guide

If using a Kvikna Medical approved external vital signs monitor, refer to:
1 External Vital Signs Monitor Setup Guide

For other 3rd-party hardware components, i.e. Kvikna Medical approved amplifiers and
photic, refer to the relevant guides available from the respective manufacturers.

This Manu al

This manual accompanies the system for easy reference. The system described in this manual
describes the most extensive configuration and every option may not be configured on your
system.

Concepts

Before delving into the details of each feature of Lifelines iEEG, here is a short description of
some of the concepts and terms we will be referring to. Some of these are user interface
items you will see as you begin using the software.

Visits
Patient Visits are managed automatically by the system. Users cannot specifically add, update
or delete visits.
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When a patient is admitted into the system, a new Visit is created and a new exam is initiated.
Subsequent exams are added to the current visit if the user creating or importing them has
full access to the visit. Otherwise a new visit is created. A visit is considered completed once
all the exams contained in the visit have been archived. If the patient is readmitted after the
visit has been closed, a new visit is created.

In short, each patient in the database can be associated with more than one visit, and each
visit can contain several exams.

Patient Database

The Patient Database includes all available patients in the system, past and present plus their
demographics. Patients are identified by a distinct Patient ID. The Patient Database is
automatically searched when admitting a patient to the system, when importing an exam,

and when reassigning an exam to another patient.

Exams

All information and collect ed data associated with a clinical test make one exam, including
reports, external files and workflow state. Each exam is identified by a distinct Exam ID.

Workflow

Each exam type is associated with a customizable Workflow, which includes seeral stages
beginning with Initiate and ending with Archive. The Workflow State refers to the step in the
workflow that is in progress or most recently completed.

Permissions

Permissions are granted to patient visits by user group. Individual users can bdéong to more

than one group. When a user admits a new patient or creates a new exam where a new visit

is created, the current usero6s default group 1is
aware of groups they are members of, while administrators have access to all groups.

20



Centrum

Login

If more than one database is available, select a database then enter user name and password.
Click OK.

Database Button

localhost

Login

lifelines 1IEEG

User Name

Password

After successfully logging in, your user name is stored and displayedin the user name field
next time you log in.

Note: If the server you attempt to connect to is a newer version than your client (but within the
same major version), you will be prompted to upgrade. Click yes to download and install the new
version.

Note: After a number of consecutive unsuccessful login attempts (default 5), the user will be locked
out.

Multiple Databases

Note: Non-acquisition systems only

To add a new database, click the Manage Connections icon then click the Add button on the
Connection List. Under Connection Properties, give the database a name, select the host type
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from the dropdown list and enter the host path. Enter the port number in the Port field. Click
Save to add the database to the Connection List.

Add New Connection

Manage Connections

You can dso import a database. Click the Import button, browse for the database and click
Open.

To delete a connection from the list, select it and press the Delete button.

Go back to the Login via the Login button on the top -left corner of the screen.
Back to Login

Connections

The User Interface

The main navigation of Lifelines iIEEG Centrum is a row of tabs across the top of the screen.
The tabbed pages are divided into panes by vertical dividers. The size of the panes can be
adjusted, if necessary, by dragging the dividersto the right or left.

Update Available

If this button appears to the right of the main tabs, it means an update is available to the
Centrum and Review software. Press the button to download and install the software.

Patient List

The Patient List tab is the main work area of IEEG Centrum and the first thing you see after
logging in. Here you can search for patient visits, view and edit the corresponding patient
and exam properties, and schedule new exams within a current visit. You an follow a
workflow path associated with each exam, including launching external modality applications.
You can also create and view reports or add imported documents to the patient visit. Read
on for a detailed description of each section of the Patient List screen.
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Patient Visits

The Patient Visit list shows a list of patient visits currently in progress. Click on a patient in the
Patient Visit list to activate the Visit Properties on the right side of the screen. The Exam List
will pop out below the selected patient visit. The ite ms on the Patient Visit list can be sorted
by clicking on each list header, for example, sort by Patient ID or Last Name.

Patient Visit list sorted by last name

Patient Visits

Exam Type:

Patient ID
RB21033266
S80809442365
AC0405805521
AG0912583210

RM15101965

v State:

Last Name

Black

Browne

Crimson

Greene

Madder

Q

v Exam Space:

First Name

Rowan

Shadey

Alzann

Amanda

Rose

&

Time:

Date of Birth

213.1932

89.1944

4.5.1980

9121944

15.10.1965

SE

Created

63.2012

53.2012

132012

132012

132012

[C] Ready To Upload

[] Assigned To Me

[ Include Archived O

Access Level

Full Access

Full Access

Full Access

Full Access

Full Access

If the list is very large, it will be displayed in pages. Click the arrows or page numbers & the
bottom of the list to scroll through the pages. If you want to change the number of exams
that are displayed on each page, type a new number in the Iltems per page box.

Showing items 1-25 cut of 77

ltems per page | 25

Search

Begin typing a name or ID to narrow down the choices displayed on the Patient Visit list. It is
possible to search by the following criteria: First and last name, Patient ID, and Exam ID.

Filters

You can also narrow down the search by selecting filter options. The filters can be used to
display only patient visits containing exams of a specific exam type, in a particular workflow

state, exam space, or within a certain time frame. Select specific dates by typing in the
of rom/tobo

fi

el

ds

or

cl

cking

on

Ready to Upload check boxes to further filter the Patient Visit list.

t he

oedjoendar s.

Note: The system remembers the last used filters and keeps those settings until they are changed

or cleared.
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Refresh

Click the refresh button to make sure the list is always showing the most recent entries or
changes.

Clear Filters

If you have filtered the search, the filter indicator will light up green, as shown below. Click
the green indicator to clear all filters.

Patient Visits

Q From " T - [] Ready To Upload
[] Assigned To Me v
Exam Type: v State: v Exam Space: v Time: v Include Archived X

Exam List

To display the Exam list, click avisit on the Patient Visit. The Exam list pops down under the
patient visit. Select an exam from the list to reveal the exam properties and workflow
associated with that exam, and also to activate the buttons described below.

Note: The buttons that appear will vary depending on the exam that is selected.

Exam List & Buttons

AG101 Greene Amasnda 28102014  Full Access
ExamID  Exam type State  Timestamp Assigned To Created
AG101 Video ambulatory Scheduled  19.112014 16:1602 Administrator 29102014 11:54

O a2 Generic Recorded 2532010095120  Administrator 28102014 14:28

O acios Video smbulotory Recorded 23102014 13:5131  Adeministrator 23102014 1342

0 Add ° Delete t Merge B Fetch b Associate @ Export f Detection

Add

€» Add

Initiate a new exam associated with the selected patient visit.

Delete

@ Delete

Delete the selected exam on the exam list.
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Merge
x Merge

Open a popup to select two or more exams to merge into one.

Merge Selected Exams

Exam ID Duration

AcceptanceTest] Pruned 3.8.2011 18:01:13 120

Testl 472016 11:53:36 5407

Fetch

B Fetch

The Fetch button is available when the exam has been recorded using the amplifier. Use it to
fetch the EEG from the amplifier storage to the local iEEG database.

If the exam was recorded using dual storage mode (PC + Amplifier), then a newexam will be
created on the exam list. Montage changes, events and video sync points are recalculated for
the new exam.

Once the exam has been fetched, you can then upload it to the server (see next button,
Upload).

Note: When fetching from a memory card, a dialog pops up indicating the progress of the file

transfer and post processing tasks. It is important not to remove the card until these processes are

complete.

Note: See the Acquire chapter, Setup section for more information about recording storage modes.
Upload

0 Upload

The Upload button is available when the exam is ready to be uploaded to the server.

Associate

t-a Associate
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Associate the selected exam to another patient.

Export
B Export

The export button opens a dialog that allows you to choose the location of the exported file
and the file format of the exported file.

Export Path: Click the file folder icon to select the location for the exported file and change
the name of the file if you wish. It is strongly recommended to keep the data on encrypted
media.

File Format: If ieeg is selected, you can check whether you want to include video or
attachments, unless you choose Anonymize. Then the video and attachments options are
disabled.

If edf format is selected, the exported file will be anonymous by default and the video and
attachments options are disabled. If you uncheck the Anonymize box, personal information
will be included in the exam.

S0 ge s Ol Ch Userst JauraDocumentsy, 15.1eegz w

A G F Tl Lifelines iEEG (ieeg)
Include video
Include attachments

B Ancnymize

@ Export x Cancel

iIEEG to Go

M Include attachments

M Anonymize

a Export x Cancel

The iIEEG to Go option exports the exam contained in a read only version of the Review client.
This is useful to be able to send the exam to someone who does not have the client installed.
The recipient can review the exam and view the patient demographics.
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Export Path: Click the file folder icon to select the location for the exported file and change
the name of the file if you wish. It is strongly recommended to keep the data on encrypted
media.

File Format: Select iEEG to Go (.iso) as the File Format.
Check whether you want to include video or attachments (such as reports).
Check Anony mi z e tany pergamal patieot mfratienancliuded.

Press the Export button to export the file. You can follow the progress of the export on the
Processing tab.

When the export is complete, double-click (mount) the .iso file, then double-click the
IEEGtoGo file b view the exam.

Mame

Exam
| autorun.inf
-
W icon.co

&8 iEEGtoGo.exe

The recipient of the exam will be prompted to calibrate their monitor before reviewing the
exam. Follow the instructions on the Calibration tab using a ruler as a guide to adjust the
virtual rulers on the screen.

WARNING: It is importart to calibrate the screen so exams can be interpreted
correctly. The screen calibration must be performed for every new computer screen.

Archive
E Archive

Archive the selected exam.
Seizure Detection

ﬁ Detection

Perform spike and seizure detection on the selected exam.

Exam List Indicators

To the left of each exam on the exam list, you may see small icons indicating the following
about the exam:
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o

Exam is ready to be uploaded to server from this computer.
Exam is ready to be uploaded to server from another computer.

Upload is in progress.

Data is ready to be fetched from amplifier or CF card.

Data is ready to be fetched from amplifier or CF card of a dual-storage recording. A new
exam will be created on the exam list.

)

Warning to archive exam.

1S

Exam archiveis overdue.

y

oo

The exam has been pruned.

4

The exam has had spike and seizure detection performed.

e

The exam includes video.

Visit & Exam Properties

When a patient is selected from the Patient Visit list, the visit properties appear in the right -
hand section of the screen, with the name of the selected patient appearing at the top. The
visit properties consist of tabbed pages with information related to the currently selected
patient visit. When an exam is selected on the drop-down exam list, additional tabs appear
with information about that specific exam. These tabs are all described in detail below.
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Patient Properties

The Patient Properties tab shows the patient demographics of the selected patient and the
fields (besides ID) are editable. Upload a photo by clicking on the Upload Image rectangle
and browsing for a photo. Be sure to click Save after editing.

Patient Properties

Qukpatent 442

SSN Upload
Image
Salutation
Last Name
First Name
Middle Names
Date of Birth 5
Time of Birth 12 00 v AM
Gender O Male O Female ® Unknown
Hand Dominance O Lleft O Right @ Unknown
Height cm
Weight kg
Gestational age |0 Weeks (at birth)
Street Address
City
Zip Code
Telephone
Mobile Phone

Email

Patient Notes

Clinical History

E] save

Permissions

Use the Permissions tab to assign access rifgts to the selected patient visit. Access rights are

assigned to user groups. When a user ini
gets full access to the visit.

ti

Users with full access to a visit can give other user groups access to the iit. Be sure to click

Save after changing or assigning permissions.

29
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GG Reports  Exam Properties  Patient State  Exam History

Mo access - no permissions for this visit

Anonymized - can view EEG but no patient identifiable data and can't modify

Read-only - can view EEG and patient identifiable data but can't modify

Blinded - can view EEG but no patient identifiable data and can modify but not delete and archive
Analysis - can view EEG, patient identifiable data and can meodify but not delete and archive

Full access - can view EEG, patient identifiable data and can modify, delete and acrhive

User Group Name | Mo Access Anonymized Read-only Blinded Analysis Full access

A ® O O O ® ® :
Alliance O} C C O O O
AnonymizedGroup () . O O Q ]

B @ O O O O @]
BlindAccessGroup (@) O O O O O

c O] O O Q Q Q

Default O O O O O O]

Dr Jenes O @ @ Q O O]

Kvikna Adrmin (® O O Q Q ]

Lifelines Demo @] O [ @] O

Lifelines Support O] (@] (@] @] O O
MNoAccessGraup (- ] ] O O O v

El save

The permissions options are as follows:

Full Access: user can see and edit all patient and exam information, delete and archive.
Example: Technologists, technicians

Analysis: user can see and edit all patient and exam information, but not delete or archive.
Example: Doctors

Blinded: user can view EEG but no patient identifiable data. Can edit but not delete or
archive.

Example: Research, pharmaceutical trials

Read Only: user can see all patient and exam information, reports and video, but not edit.
Example: Review for reference.

Anonymized: user can view EEG but no patient identifiable data and cannot edit.

Example: Educational, second opinions
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No Access: users with no access @annot see the visit.

See the Admin View > User Administration for information on creating user groups, assigning
users to groups and selecting the default user group for each user.

Reports

On this tab is a list of all reports and documents created or uploaded during every exam of
the visit. Select a report from the list to open, publish or delete the report.

When a report is published, and new report is created and a checkmark appears under the
Published column.

Published

v

To create a new report, you must first select an exam from the Exam List. The report will be
associated with that exam. Give the report a name, select the Report Type and click Add.

Report Name  [S%[N[)i{e]

Report Type {E=1000N0E ¥

You can see at a glance which reports are associated with an exam by selecting the exam on
the Exam List. All repots associated with the selected exam will be indicated with a blue dot
next to the exam ID.

® EB101 Exam 2

Exam Properties

To display the Exam Properties you must first select an exam on the Exam List. The Exam
Properties, Patient State and ExanHistory tabs are then displayed.

The Exam Properties tab shows information about the exam, such as exam type and workflow
state (see image below). To edit the info, simply type in new information or make selections
from the drop -down lists and then click Save.

Note: Not all fields are editable at all times.
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Note: The date and time may change between the scheduled and recorded states to reflect the
actual time the recording was started.

Exam Properties

Patient Properties  Permissions Reports [EETNYGTE -0 Patient State  Exam History

Exam type Video ambulatony v

State Initiated

Date 5
Time 12 00 « AM
Exam Space Default v

Duration 00:00:00

Assigned To | Administrator ¥
Secretary v
Recorded By v
Reading Physician v

Referring Physician
Anesthesiologist

Surgeon

Exam Folder Info  Exam Access Info

E] save x Cancel

Exam Folder Info

Users with full access to an examwill see the Exam Folder Info button.

Press this button to see the full path of the exam folder, all files included in the folder, file
sizes and the last modified date.

Delete Local Files
If you are on an Acquire system, you may also see a button with the
Delete Local Files
option to delete local files. This button only appears after a recording has
been completed, but has not yet been confirmed to be uploaded to the server. This option

should only be used when it is not possible to connect the Acquisition device to the server
for the automatic confirmation, but you need to free up space on the Acquisition device.
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IMPORTANT: Before deleting local files, ensure that the exam has been exported (for
example, to a usb stick) and then uploaded successfully to the main server/cloud
account . Otherwise, data may be permanently lost.

When you press the Delete Local Files button this warning displays:

Are you sure you want to delete local files?

Automatic confirmation that all files have been uploaded to the server has not been established.
0 If you proceed, the data may be permanently lost.

This operation is logged.

If the Exam is open in Review, please close it, otherwise you may need to restart the computer

to complete the delete operation.

Type Exam ID here to confirm, then press the Confirm button.

gy

Type in the Exam ID to confirm the delete.

If the exam is open in Review, close it before deleting, otherwise you may need to restart the
computer to complete the delete operation.

If upload of the exam is in progress, you will need to wait for the upload to complete, or
cancel the task on the Processing tab before deleting the local files.

Exam Access Info

Users with full Admin privileges will see the Exam Access Info button.

Press this button to see a list of current exam access locks with the option to release all locks
by pressing the Release Exam Accesses button.

Release Exam Accesses

CAUTION: Before releasing access locks, be sure that the current kprogress action does not
conflict with the action you want to perform.

Patient State

On this tab you can enter information ssibceut ¢t he
last meal, medication, notes, or clinical information. Press Save to save any changes.
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Patient State

Hours Since Last Meal

Medication

Exam Motes

Clinical Information

Exam History

View the workflow history of the selected exam. This infomation is automatically generated
and not editable.

Workflow

When an examis selected on the Exam list, the workflow for that exam appears along the
bottom part of the screen. The highlighted (yellow) button indicates the current state of the
exam in the workflow. The next button in the row (blue) is an active button that can be
pressed to perform the next stage of the workflow, although sometimes the system moves
the exam automatically to the next state by an action performed elsewhere.

Moving Back a State

Sometimes it is possible to move an exam back to the previous workflow state, in this case,

the previous state will become an active (blue) button. A popup window appears to allow you

to confirm that you intend to move the exam to the previous state.

Below is a description of the default workflow states.

Note: Custom workflow states can also be added to the workflow. See the Definitions>Modalities
section under The Admin View in this manual.

Also note that while Prune is available as a default state, it is optional.
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Workflow Buttons

¢ o] m o o< = E

Initiated Scheduled Recording Recorded Uploaded Pruned Reviewed Archived

Initiated

When a new patient is admitted or a new exam is created, it is in the initiated state and the
Initiated button will be highlighted in yellow. The Scheduled button then becomes active.

Scheduled

Press the Scheduled button to schedule the exam. The system atomatically schedules the
exam to the current date and time. The Date and Time fields of the exam properties become
editable if you want to schedule the exam to a later date and time.

3.4.2016
4 april 2016 3
ma pr mi fi fé la su
10 »:53

allls 7 8 9 10 o
11 12 13 14 15 16 17

18 19 200 21 22 23 24 1;

25 26 27 28 29 30 1

o X F. = 5 ri = 14

- - ) 15 b

Recording

When the exam has been scheduled, youcan click the Recording button to launch the
modality application associated with the Exam Type selected when the exam was created. The
associated modality is defined under Admin>Definitions>Exam Type.

The workflow state is nghtedyalllkve cor di ngé and

You can also start the recording in Acquire, and the exam will be moved automatically to the
Recording state.

Note: It is not possible to start another acquisition until the current one has completed.

Recorded

After the exam has finished recording, it is automatically moved to the Recorded state.
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Uploaded

If your Server Upload Mode has been set to Online, the exam moves to the Uploaded state
automatically after it has been uploaded to the server. If you have selected Manual as the
upload mode, then you will manually upload after the recording is finished. To do so, press
the Uploaded workflow button, or press the Upload button on the Exam List.

You can set the Server Upload Mode to Online or Manual on the Setup tab of Acquire. This
should be done before starting the recording, but can also be changed during the recording.

Pruned

After the exam has been pruned, press Pruned to move it to the Pruned workflow state.

Note: This workflow state is optional

Reviewed

Press the Reviewd button to review the exam and mark it as Reviewed. When you close the
exam after reviewing, a popup appears so you can confirm that you want to move the exam
to the Reviewed workflow state and fill the Reviewing Physician field with your user name.

Review

'.6.' Exam '30 min test'

Do you want to fill the 'Reviewing Physician' field with your user name
and move the Exam to the 'Reviewed' workflow state?

Yes

Archived

For an exam to be archived, it must be moved to the Archived workflow state, either by
pressing the workflow button, or the Archive button on the exam list (see Exam List, above).
Doing so finishes the workflow for the exam.

The exam data is then moved to the archive path and the exam is no longer visible on the
Exam List unless the o6l nclude Archivedd box is ¢c

Patient Visits

< Assigned To Me (¥ Include Archived

From
<Exam Type Filter> v <5tate Filter: v <Tirne Filter:> T il i3]

Note: Archiving can take up to a couple of hours and you can review the progress on the
Processing tab.
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Record Now Butt on

Record Now Button

Record Now

The Record Now button is located to the right of the workflow and allows quick launch of the
recording if necessary even before the exam has been scheduled. This method of starting the
exam also moves the workflow gate to Recording.

Review Button

Review Button

Review @

Once the exam has reached the Recorded state, the Review button replaces the Record Now
button to the right of the workflow bar. If you are recording locally, you can begin Reviewing
the exam while recording.

Note: Using this button to review the exam will not move the exam to the Reviewed state. To move
the exam to the next state, you must open the exam using the Reviewed button on the Workflow
Bar.

Remote Review

For non-local recordings, if Online ServerUpload Mode has been selected in Acquire setup,
you can begin to review the exam in near realtime while it is being recorded. Otherwise, you
can begin review after the exam is recorded and transferred to the server.

Note: Remote review requires the optional Online Networking license.

Reviewing an Archived Exam

You can review an archived exam, but it will be aread-only version of the exam and changes
will not be saved. After reviewing, the local copy is deleted but the archived copy is
untouched and can be retrieved again at a later time.

Restore Archived Exam

<o | =

Reviewed Archived

To restore an archived exam back to its unarchived state, press theprevious workflow button
on the workflow bar. A popup dialog appears asking you to confirm that you want to go back
to the previous workflow state.
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Changes can now be saved to the exam, but the archived copy is now invalid and the exam
must be archived again.

Note: It is recommended to use the Restore option only if the exam was archived by accident
before the final review was completed.

Control Button

"

F
Control ™

o

Remote Control

Press the Control button to open an in-progress remote recording. The exam is opened in
Acquire Pro with all of the features of a locally recorded exam, with the exception of photic
control. See the Acquire Prochapter for details on using Acquire Pro.

Note: Remote control requires the optional Online Networking license.

Patient Admission

Use the Patient Admission tab to enter a new patient into the database, and also to start a
new patient visit or initiate a new exam with an existing patient.

Begin by typing a name or Patient ID into the spaces provided under Patient Properties and
the system searches the Patient Database for matches. The Patient Database is shown next to
the Patient Properties form.

New Patient

If no match is found, continue entering information and click Save to add the patient to the
database. You can now enter an Exam ID under the New Exam area of the screen and click
Initiate to initiate a new exam. A new patient visit is added to the Patient Visit list on the
Patient List tab.

Note: Both the Patient ID and Exam ID are required fields.
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New Exam
Exam type | Generic v
Exam Space | Default v
Assigned To | Administrator v

Referring Physician

Existing Patient

If a match is shown on the list in the Patient Database, click the entry to select it and the rest
of the Patient Properties will be filled in. Enter an Exam ID under the New Exam section and
click Initiate to initiate a new exam. If the patient already has a visit in progress, the exam will
be added to that visit which appears on the Patient Visit list on the Patient List tab. If the
previous patient visit has already been archived, a new patient visit is created when you
initiate the new exam.

WARNING:It is important to enter the correct ID associated with the patient so
exams can be interpreted correctly.

Upload

Use the Upload tab to fetch exams recorded on another device and upload them to the
server. Exams recorded in another format are convertedto the native format so they can be
edited, pruned, etc.

Click the file folder icon to browse for the file to upload.
Select the exam type from the drop-down list.

Check OEnable compression6 if you are on a sl owe
and video files before transferring to the server.

If Spike & Seizure Detection (Persyst) integration is installed on the iEEG Server, check

0Spi ke/ Sei zure Detectiondé to run theplm@di zure det
process. System detected evats will be inserted at the top of the channel chart where the

system has detected seizure and will also appear on the Event List.

WARNING: The Persyst User Manual must be read before using the Spike &
Seizure Detection feature.
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Browse to upload an exam on the Upload tab

Select a File to Import

EAEEG\test_a.edf w
Select Exam Type

Clinical EEG v

Enable compression
[] Spike/Seizure Detection

If the patient information associated with the file is not already in the database, the following
popup dialog appears asking if you want to save the information to the database. Fill in the
appropriate information and click Save.

Sawe to Patient Database Dialog

The patient in the exam does not exist in the database. Do you want to save the patient to the database?

=1 8 [ R WICH:0000004 | Street Address

SSN City
Salutation Zip Code

Last Name Telephone

First Name Mobile Phone

Middle Names Email

Date of Birth
ate ar Patient Notes

Gender o Male ® Female * Unknown

Hand Dominance @ Left ® Right © Unknown

eight [ <
-

Weight kg

Clinical History

E save x Cancel

Associate

If there is no patient information included in the file, or if you need to reassign the exam to
another patient, click the Associate button.
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Associate Warning

The assigned patient does not match the
information in the selected exam data file.

Press Associate to edit Patient Properties.

Name: Testson
Date of Birth: 1.1.1990

Patient 1D Mame Date of Birth

Cane Cane, Jane 1.2.2003

&) Associate

Enter the patient information under Patient Properties. If matches are found, suggestions will
populate the Patient Database list shown below the patient information. Select a patient from
this list and the rest of the info is filled in for you. Click Save.

WARNING: It is important to enter the correct ID associated with the patient so exams can
be interpreted correctly.

Permissions

If you want to override the default permissions, you can assign permissions to the selected
exam before uploading. Click the Permissions button to open a popup window to select t he
permission level for each user group.

Permissions Q Preview O Upload X Cancel
Upload Button Bar

See a description of the permissions levels under Patient List>Visit Properties.

Preview

Click the Preview button to open the data file in a simple viewer if you want to view the EEG
before uploading.

Exam Properties

When uploading from the Upload tab, it is possible to change or add to the current exam
properties by ty ping in new information before clicking Upload.

41



Lifelines IEEGAcquire User Manual Revision 7.00 Software version 2.3

Patient Visit

If a current visit exists for the patient that is not read -only and that the current user has full
access to, then the exam is associated with that visit. Otherwise, a new visit is created.

If more than one open visit exists for the patient, the following window will pop up
prompting you to select the visit you want to associate with the exam.

Multiple open visits are available for this patient.
Select the one you would like to use.

Created Number of exams in visit

27.3.2013 0
26.6.2013 0

26.6.2013 0

See the section Intro>Concepts>Visits near the beginning of this manual for more
information about th e meaning of Patient Visits.

Upload Cost

The upload cost appears above the row of buttons before uploading.

Note: this does not include the cost of running spike and seizure detection even though this option
is selected.

Import cost 6  Units

Progress

The upload process can take some time depending on the size and complexity of the file. You
can monitor the progress on the Processing tab.
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Processing

On the Processing tab, you can monitor the progress and results of processes such as file
uploading, video encoding or archiving, to name a few.

The left side of the screen shows the progress of each action with a progress bar, and the
right side of the screen shows the results of the process. The progress bars on the right side
of the screen are color coded to match the results, which are also printed in text above each
bar along with the process type, file name, and time and date stamp.

Green = the process completed successfully.
Yellow = the process completed with warnings.
Red = the process failed.

Blue = the process was cancelled.

Completed processes

Finished processing task "Convert File Format’ on exam "Usac2002ieeq’ on 632012 at 1149

Exam impeort job 'Osas2002° completed successfully on 6.3.2012 at 11:49

..}

Buttons

Click the x box of any progress bar while processing to cancel the process.
Click the circular arrow icon to retry a failed process.

Click the i icon for additional info (if available) about the process.
My Settings

Connection List

Here you can add or import new database connections. Click the Add or Import button and
type in a name and path for the database under Connection Properties. (If importing, the
path will be filled in already). Slect between net.tcp and https from the combobox.
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Connection Properties

Connection Properties

m Mew Connection

Host | nettcp v demc.hmtedeeg.::nnﬂ

Port |23150

Click Save and the database will be added to the Connection list and will then be available
when logging on to the system.

Select a database from the Connection Ist and click Delete to remove the database from the
list.

Note: Multiple databases is only supported on non -acquisition systems.

Settings

Change
Change

0ld Password

Mew Password

Confirm Password

Click Change Password to change your password. You will be asked to type in yar old
password, a new password and your new password again to confirm. Click Reset to complete
the process.

Video Player Version

By default, this is set on version 2. If you are having trouble viewing video recordings made
from systems other than iIEEG Acgiire, you may need to switch to version 1.
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The Admin View

If you have administrator access rights, you will see the Admin button on the top -left corner
of the screen, next to the tabs. Click this to display the admin tabs. When you are inadmin
view, the button on the top -left changes to Patients, to take you back to patient view.

The following sections describe the various features available on the Admin tabs and how
they work.

Admin Button

Admin Tabs & Patients Button

,§;3‘ Users ’j Reports P Licenses @ Definitions D’ Auditing EH Bulk Archive

User Administration

Access to the Lifelines iIEEG system is password protected. Only defined Users have access to
the system. Users that have administrative privileges can manage user accounts.

Add Users

Before adding users to the system, you first need to add some User Groups and Roles to
associate with the new users. See the User Group and Roles sections below if you have not
already added user groups and roles.

To add a new user, click the Add button under the Users sestion of the Users tab, then fill in
the information in the form that appears below. The email field is optional, but the rest of the
fields are mandatory. Note that users can belong to more than one user group. Users
(besides administrators) are only awae of user groups they belong to.

m admin Reset Password

Full Mame  Administrator

Email Address

Role | Technologist v
User Groups  |Default b
Default group | Default v
' Administrator
[ Locked Qut

Kl save x Cancel

If a user belongs to more than one user group, you can selectthe user's Default Group. That
is the group that gets full access to new exams the user creates.
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If you want the user to be an administrator, check the Administrator box. Administrators have
access to the Admin tabs and can edit everything in there, and they also have full access to all
visits and user groups. Administrators are marked with a green A on the Admin column of the
Users list.

A,

To lock a user out of the system, check the Locked Out box. Locked out users are indicated
by a lock icon in the Locked Out column of the Users list.

n
]

When all mandatory fields have been filled in, the Save button becomes available. Clicking it
opens a password dialog box. Ehter and confirm the password and click Reset.

The new user is now ready. You can add as many users as you want and it is possible to
modify their properties afterwards, except for the User Name.

Search and Filter

Use the Search box to filterthe Userslst by text string. Select an
user gr odowndlist tbfilterpy a specific group or show users from all groups.

Users D Reports ) Licenses @ Definitions I} Auditing EH Bulk Archive

Users

Search | J| Filter by user group | Show all v

Full Name User Name Role User Groups Admin | Locked Out
James Dolitt james Default Technicians a

Jane Doe jane Default Technicians

John Smith john Default Physicians A

Image shows the Users listfiltered by the letter J.

User Groups

Permissions are granted to patient visits by User Groups. To create a user group, click Add on
the User Group tab under Settings on the Users tab. Type in a name for the user group and
click Save. You can add as many user groups as you want and you can change their names
afterwards.

46

0p



Lifelines IEEGAcquire User Manual Revision 7.00 Software version 2.3

Roles

To add a new role, click Add on the Roles tab under Settings on the User Administration tab.
Type in a name for the role and click Save. You can add as many roles as you want and you
can change their names afterwards.

Password Policy

On the Password Policy tab, you can set requirements for passwords such as minimum
number of characters, or whether a certain number of special character, numbers or capital
letters are required. Click Save to save the changes.

Reports

Lifelines iEEG offers the ability to create custom Word report templates to allow different
reports for different exam types. The custom report templates are then available for selection
when adding a new report to an exam.

Associate Workflow State

It is also possible to associate a report template with a specific workflow state of an exam
type. Then the associated report template pops up automatically when the exam reaches the
specified workflow state. (See Definitions > ExamTypes to do this.)

Associate User Group

In addition, you can choose to associate user groups with a report type. Then, only members
of allowed user groups (as well as administrators) will see and have access to those report
types. To do so, select the rgort from the Report Template list to show the allowed and
denied user groups below. Double-click a group from the denied list to add it to the allowed
list. Double-click a group from the allowed list to remove it.

Report Templates
Mame
tEG Report
Exam Info
Blank

Ambulatory

47



Lifelines IEEGAcquire User Manual Revision 7.00 Software version 2.3

Report Type Name EEG Report

User Groups

Allowed

Default
Group B

Denied
LL-Trial -

My group

Rlmene N T
*,

Create a Word Report

In the iEEG inséllation wizard, there is an option to set up the iIEEG Report tab in Microsoft
Word. This option is checked by default, but if for some reason you cannot install this add-
on, you can still create Word reports using the second method described below.

Metho d One - With the IEEG Report Tab add -on installed

Click the New button to open the new template popup. Give the new template a name and
select whether you want to base the template on another template, or start from a blank
document. Click Add and the report template is added onto the Report Template list and
Word is launched.

E MNew B Import D Open B Delete

Name
Based On Report Type [ ;E '

Edit the document just as you would any other Word document by inserting and formatting
text, pictures, tables, checkboxes, etc.

You can even include macros in your report template. This could be used, for example, to
populate a field based on previously provided information.
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To generate the required fields from the iIEEG system, insert fields from the iIEEG Report tab.
Select the field you want from the Report Fields list and click Add Field. These are the fields
that will be filled in automatically by the iEEG system when you add the report to an exam.

) !'=Y Document3 - Microsoft Word

Home Insert Page Layout References Mailings Review View iEEG Report

Report Fields | City m

Add Field Anesthesiologist -
AssignedTo

Bedld
Add Rep
e City

—) . >

Save the document and your template is now available for selection when adding a new
report to an exam. (See the section Patient List > Reports and Documents).
Method Two & Without the IEEG Report Tab add -on installed
If you did not set up the iIEEG Report Tab in Word during the iEEG installation process, you
can still insert the required fields by following these steps:

1. Click Newto create a new template either based on the default template or a blank

one.
2. Edit as desired.
3. Toinsert the required fields, choose Quick Parts > Field on the Insert tab.

4. Then select the category Document Information and the field name DocProperty in
the Field popup.

5. You now have a list of field properties that you can insert into the template. The fields
beginning with K_ are the field properties from the IEEG system. These were copied
temporarily into Word when you opened Word from the iEEG system.

6. Save and close the template.

¥ &
Field

Please choose a field Field properties

Categories: Property:
Document Information IZ] K_GSM
K_HandDominance

Field names: K_Height
| Author 5 K_LastName
| Comments K_MiddleNames
[DocProperty | K_Physician
| FileName K_PostalCode
; FileSize K_Recorded_By

Edit an existing Template

Select a template on the Report Templates list and click Open. Make the changes you desire
then save and close the document.
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Import

You can also open a Word document independently of the iIEEG systemsave it locally and
close it. You must then import the document into the system. To do so, click the Import
button, browse for the template you created and click Open.

Licenses

On the License tab, Administrators can check the number of cost units for eat service, as
well as Order History and Usage.

Click an item on the Order History list to display an order summary report which can be
printed by clicking the Print button. Click the arrow on the right of the Order Overview bar to
close the report.

The Usage list can be filtered by dates using the interactive calendars.

Usage

Show usage from |2/1/2016 T To |2/29/20016 R 0
Description Exam ID Patient ID Name Units Date User
Import exam (22 ch, 0 hours) 08-002 MP40267 Patterson, Marion 6 20.9.2013 10:21 Administrator

Import exam with video (25 ch, 0,41 hours) 1234-12 AG55123 Greene, Amanda a 19.9.2013 16:55 Administrator

Import exam with video (25 ch, 0,41 hours) 1234-12 JB46554 Browne, Jackson a9 18.9.2013 17:10 Administrator

Definitions

Exam Types

You can define your own Exam Types and assign a custom workflow to each. To do spclick
the Exam Types tab under the Definitionsheader on the Definitions tab.

Click the Add button.

Enter the exam type name in the Exam Type Name field. Select the modality from the
Modality Name list and the Default Perspective you want associated with that Exam Type.

Helper Page

The Helper Page opton is for Acquire users to be able to create and upload their own
custom help page to be displayed on the Acquire Help tab with each exam type.

The helper page needs to be in .xps format. This can be easily created in Word by choosing
Save As and selectig XPS Document as the type. Browse for the file using the browse button
on the Helper Page text box.
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Properties

(=TT FTEE  Video ambulatory

Modality Name | iEEG Acquire v
Default Perspective | Default o

Acquisition Perspective | Acquire v

Helper Page |
Disabled [

Kl save x Cancel

Disable Exam Type

If the Disabled box is checked, the exam type will not be available for selection when adding
a new exam.

Click Save to create thenew Exam Type, which will now appear on the Exam Types list.

Edit Workflow States

With the exam type selected on the Exam Types list (on the left), you can now edit the
workflow states (on the right).

<5elect Workflow States v
Mame Report Type

Initiated

Scheduled

Recording

Irnport

Recorded

Archived

OUp 0 Down o Remove

Workflow State Report Type | Sigla v

The predefined workflow states are included and they cannot be modified or removed. It is
however possible to add user-defined workflow states to the exam type. Select the desired
workflow state from the Select Workflow State list and click the Plus button.

The workflow state is added to the list of workflo w states and it can be moved up, down or
removed using the controls.
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Note that some of the predefined workflow states are fixed so user-defined workflow states
cannot be added before, after or between them.

A report type can be added to a workflow state. Select the workflow state then select a report
type from the drop -down list. The associated report template pops up automatically when
the exam reaches the specified workflow state.

You can add as many exam types as you want and their properties can be chaged

afterwards.
Exam Types Modalities Exam Space Workflow States
Exam Type Mame Modality Name Default Perspective Disabled
Generic Lifelines Trackit Default
MicOne MicoletOne Default
Video ambulatory iEEG Acquire Default
Modalities

Before you can initiate a recording of data from the system you must set the modality
application used to acquire the data.

Go to the Modalities tab under Definitions and select one of the applications from the list on
the left.

On the right side of the screen, click the browse button for the Recording Application.

Modality Properties

Properties

Modality Name = Se- 150 N[N (]

Recording Application | C:\Program Files (x86)\Kvikna ehfiLifelines iEEG Acquire 2.x\jec Bl

NicOne Recorder Checlk here if the selected recording application is MicOne recorder
Trackit Plus Recorder Check here if the selected recording application is Trackit Plus reconder
RecArea Registry Key
RecArea Registry Value
Exam Data File Extension
IRecorderCommunicator Assembly Name

IRecorderCommunicator Class Mame

Check the correct recording device. Click Save. The modality is now set.
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Exam Space

Hospitals are equipped with many devices. The ability to track which device was used when
recording an exam can be simplified by defining exam spaces. Exam spaces can be room
numbers, bed numbers, device numbers, etc.

On the Exam Space tab under Definitions, click Add.
Enter aname for the new Exam Space (or bed).

Default Exam Space

It is possible to specify a computer name for a selected exam space. Then when a new exam
is created, the default exam space (or bed) is the exam space that is associated with the
computer creating the exam.

The computerds short name is sufficient. I
which then generates the fully qualified name of the current computer.

Computer Name
Default Exam Type | Generic v

Use localhost
You can also select a default Exam Type from the drop down list to associatewith the Exam
Space.
Click Save.

You can add as many exam spaces as you want and their properties can be changed
afterwards.

Workflow States

You can create custom workflow states which can then be selected when associating a
workflow to an Exam Type (explained above).

Click Add on the Workflow States tab under Definitions.
Enter a name for the workflow state under Properties.

Click Save.

‘Workflow State Name

You can add as many workflow states as you want and their names can be changed
afterwards.
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Auditing

All user actions that deal with patient data are logged to an audit trail. For example, actions
such as creating or deleting patients, exams or reports are logged, as well as actions relating
to modifying or accessing data. Administrators can view the audit trail via the Auditing tab.

Under the Search section, you can filter the log by User, Date, Category and Action. Click the
Search button to perform the search. The results appear on the right part of the screen. Click
Copy to Clipboard if you want to paste the results into an Excel or Word document.

Search

By User | All Users

4

Date from 51
Date to 5|
Category | All Categories v
Action | All Actions v

{All Actions

Access Attachment

Access Exam

Access Patient Information
Access Report

Create Attachment

Create Exam

Create Patient

Create Report

Hint: To see a list of actions that are logged, look on the Action drop -down list in the search filter
section of the Auditing tab.

Bulk Archive

The bulk archive feature makes itpossible to archive or delete multiple exams at once. Select
a date on the calendar to show exams that should be archived by that date.

Show exams due for archive before: i
4 July 2018 »

Open | Patient ID Exam ID Created
Su Mo Tu We Th Fr Sa

B  QuickPatient 443 443 3/27/20

3 4 5 6 7

B  uickpatient 442 442 P N - 2
15 16 17 18 19 20 21

a QuickPatient_441 441 22 023 24 25 26 27 28 3787201
2030 01 1 2 3 4

a QuickPatient_440 440 3/5/201¢

Click Select All or Select None at the bottom of the list, or use the Shift or Control keys to
select multiple exams. Then press the Archive Selected button or Delete Selected button.

EH Archive selected ° Delete selected

54



Lifelines IEEGAcquire User Manual Revision 7.00 Software version 2.3

Acquire Touch

Intro

Acquire Touch is optimized for touch screen laptop or tablet devices and allows the
acquisition of up to 40 channels of EEG, as well as synchronized digital video from one or two
cameras. It includes a protected bedside mode feature sothe device can be taken to another
location and left unattended for longer recordings.

Launching Acquire

/llfelIIngEEG

Acquire Login Screen

Log in to Acquire Touch and the first of a series of screens appearsd the Patient screen.

Note: If you are launching Acquire Touch from Centrum, you will skip the Select Patient screen and
arrive at the next screen, Setup. See the Centrum chapter for more information on launching from
Centrum.
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Patient

Greene, Amanda Id: AG3025 DoB: 04/13/1963 (Exam Id: AG101) A

Greene, Amanda |d: AG3025 DoB: 04/13/1963 (Exam Id: AG102)

Wooster, Violet Id: VW4419 DoB: 08/30/2003 (Exam Id: VW101)

Patient Screen

Select Patient

Select a patient from the list, or enter a new patient by pressing the Enter Patient button and
filling in the information on the Enter Patient screen.

The Assigned to Me button filters the list to show only exams assigned to the currently
logged in user. Deselect this option to view the complete list of available exams.

Enter Patient

Enter Patient Screen

Quick Patient

If you need to start the exam immediately, press Quick Patient. You can then enter the
patient information later and associate it with the exam in Centrum.
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