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1 Introduction

1.1  About this manual
This manual is valid for the HearSIM™ revision 3.0. The product is manufactured by:
OtoAccess 44
Audiometer Allé 1
5500 Middelfart
Denmark

This manual describes the functions of HearSIM™. [t is recommended that users of the software read
the manual thoroughly before using it.

HearSIM™ 3.0 requires pre-installation of the OtoAccess® Database software (version 2.0 or higher)
which supports HearSIM™. Without the OtoAccess® Database installed, the HearSIM™ 3.0
application is not functional. The text in this manual will generally refer to the software as HearSIM™
but the reader should understand that the OtoAccess® database is a required supporting application
for HearSIM™ to function.

The OtoAccess® Database has its own user manual. This HearSIM™ manual may refer you to the
OtoAccess® manual for descriptions of certain functions and settings that are available only within
the OtoAccess® Database application. This HearSIM™ manual will focus only on the functions
available in HearSIM™,

Menus, icons and functions that are selectable are shown in bold font.

1.1.1 Supported models

HearSIM™ version 3.0 supports two device types in the product line. In most cases HearSIM™
functions described in the manual are relevant for both devices. However there are some functions
that are specific to one of these device types and are not supported for the other device. In this case
the manual will display a graphic representing the supported device type as seen below:

This graphic will be used to indicate that a HearSIM™ function is only available for
this model which is a touchscreen device with a Home button that supports both
AABR and OAE technology.

This graphic will be used to indicate that a HearSIM™ function is only available for
this device type which is an OAE only instrument (screener model) with a small LCD
screen and several function buttons used to maneuver through the menus.

A

O
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1.2 General

Thank you for purchasing a system supported by the HearSIM™ screening information manager
software. Your device is fully functional for performing hearing screening without the use of
HearSIM™.

HearSIM™ with the OtoAccess® Database is an accessory software tool that allows you to:
e Store, view and manage patient information

e Store, view and manage test data transferred from a supported device

e Transfer names of patients requiring testing to a supported device

e  Print test results on a standard PC-compatible printer

e Export patient and test data (HiTrack, 0Z eSP™, XML and CSV formats supported)
e Customize the device settings to your preferences

e Manage device users

e Manage device custom lists (e.g. Screening facility names, risk factors)

e Manage user accounts

e Back up and restore the patient database and custom lists

1.3  Intended use

The software is intended to be used as an accessory for compatible hearing screening devices to
customize device settings and manage screening data. Contact your local representative for a list of
HearSIM-compatible devices.

A

O
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2 HearSIM™ jnstallation

2.1 Pre-installation notes

2.1.1 PCrequirements

o OtoAccess® version 2.0 or higher installed
e .NET framework 4.6.2

Refer to the OtoAccess® Database Instruction for Use for detailed information about installation of
that software and the minimum PC hardware requirements.

2.2 HearSIM™ installation
NOTE: Make sure that the device is not connected to your computer while installing the software.

Close all open or running programs.

HearSIM™ is provided on a USB drive for installation. The software must be installed by a Windows
Administrator.

Insert the USB drive in the PC. Locate and run the “HearSIM Setup.exe” file.

Agree to the license terms and Install B Hearsim™ Setup - x

o HearSIM™
')N

~

End User License Agreement

Important: This software End User License Agreement ("EULA") is a legal
agreement between yuu ("Licensee") (either an individual or, if purchased
or otherwise acql.nred?y or for an entity, an entity) and OtoAccess %,
Audiometer Allé 1, DK-53500 Middelfart, Denmark ("Licensor"). READ l'I'

W

11 agree to the license terms and cenditions

Options & Install Close
Setup in progress
HearSIM™
Setup Progress
Processing:  HearsIM
I 4
Cancel

2
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Installation complete. Close. B HearsIM™ Setup _ x

a HearSIM™

Installation Successfully Completed

Close

2.3 HearSIM™ launch and logon

Each time you launch HearSIM™ you will be required to logon based on your user account established
in the OtoAccess® Database Adminstration tool. Refer to the OtoAccess® Instructions for Use in
order to setup and manage user accounts.

LOGON

Remember credentials

Cancel

Defaults are: Username = admin; Password = password.

It is highly recommended that the user name and password for the default user be changed as soon as
possible within the OtoAccess® Database Administration program. While this user cannot be deleted,
the user name and password can be changed. Refer to the OtoAccess Instructions for Use to setup
users.

5
%
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2.4 Data migration upon first launch

If your PC had a previous version of HearSIM™ installed, then the first time you launch HearSIM 3.0
you will be queried about migration of the existing HearSIM™ database to make it compatible with the

HearSIM™ 3.0.
Migration available query

Choose MIGRATE if you wish to convert
your existing HearSIM™ database into a
format compatible with OtoAccess®.

Choose NO if you do not want to convert
your existing database.

Page 5

Nigration aveilable

HearSIM Migration

Choose your preferences for which data
iin HearSIM™ will be converted and
transferred into OtoAccess® by
checking/unchecking the appropriate
checkboxes.

Choose your preference regarding
deleting the source files from the original
HearSIM™ folder after migration by
checking/unchecking the “Delete source
files after successful migration”
checkbox.

Select Transfer when the checkboxes are

Data from a previous version of HearSIM was found. Flease select which
data to transfer to OtoAccess below.

Patients and tests
Patients will be moved or merged with existing recerds in OtoAccess.
Tests will be moved.

Configuration
Facilities, screeners and risk factors lists will be moved to OtoAccess.
Existing lists in OtoAccess database will be overwritten.

Device configuration
Device setup and protocols will be moved to OtoAccess. Existing
configuration will be overwritten.

Accounts
HearSIM user accounts will be moved or merged with existing accounts
in OtoAccess.

Report configuration

Header, footer, logo and template selection will be moved to OtoAccess.
Existing report configuration will be overwritten.

[ Delete source files after successful migration
Source files in e:\ProgramData\HearSIM will be deleted after successful

migration to OloAccess

set according to your preferences.

Migration in progress

S
')\

Migrating patients and tests...

STOP

HearSIM™
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Migration Success

Success
Choose EXIT

'See for details.

EXIT

25 Device driver installation

The device driver will be automatically installed the first time that a compatible device is connected
after Otoaccess® and HearSIM™ installation and HearSIM™ is launched.

N
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3 Patient & test management

3.1 Patient lists
Upon launch of the HearSIM™ software the Patient list view is displayed.

= Patients

3.1.1 Displayed patients

To save time populating the screen with data, 100 of the most recent patients will be displayed by
default. This is indicated by the information seen in the upper left corner of the patient list as outlined
below.

=  Patients

3.1.1.1 Load More

If you want to load more patients for display in the list, scroll to the bottom of the displayed list and a
LOAD MORE button will appear. Selecting it will load more patients on the display.

Patients

i
Q a qQ 0 «0 Qa0 q 0 O

N

HearSIM™



HearSim™ - Instructions for Use Page 8

3.1.2 List format
Each row in the list represents a patient. Column headers describe the data in the columns.

Name - last, first

Patient ID

Gender (symbol)

Birth date

Last update

Test summary — TEOAE / DPOAE / ABR
Flagged status

3.1.2.1 Gender symbols

o)
Q

Absence of a symbol indicates that gender is unspecified.

Male

Female

3.1.2.2 Last update date
The Last Update column in the Patient List displays the date on which the patient’s record was most
recently modified. For a patient newly added in HearSIM™, the last update date will be the creation
date. Otherwise the last update date will reflect whichever occurred most recently:

e Edit date on which any of the patient fields were added or edited; or

e Data transfer date on which data (patient or test information) was last transferred from the

device to HearSIM™
e Data migration from older version of HearSIM to HearSIM 3.0 version.

3.1.2.3 Test summary
Three columns in the patient list provide summary information regarding the last test performed of
each test type for the patient. The symbols and position represent:

TEOAE DPOAE ABR o Pass
Refer

? Incomplete

Right ear result Left ear result

A

O

HearSIM™



HearSim™ - Instructions for Use Page 9

3.1.3 Sorting lists

Patient lists can be sorted by Name, Patient ID, Birth date or Last update by selecting the different
column headers. The default sort order is based on the Last update date.

IUST TRAMSFERARD AGE < 10 DAYS

An arrow symbol appears next to the active sort order column.
Last update ¥

Clicking once on the column header activates the sorting of the list by the selected criteria. Clicking
again changes the sort order from first to last and reverse.

3.1.4 Search for a patient

The Search icon E in the upper right corner opens a Search field.

0O wome Prna i Airth et Laar updats v TEDaL PO E AR Flaogen
Samusla, Winns SEI7EE Q rmanr sz e

I Q. Search

Searching can be performed based on Patient ID, Last name or First name. As you type in characters
in the Search field, the patient list will be shortened to reflect only patients who match the search
characters. The matching characters in the patient record are displayed in red font as seen below.

= Patients

O  tame Patint 8irth dage Last update oFOa ABR lagged
— Jonea, Varn 742267 ' wzozos 0i%e209 e

e, Ann 42863 Q wznme 109209

Clear the Search field by clicking on the X on the right side of the field to return to the full patient list.

N

HearSIM™
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3.2 Filtered lists

The default patient list upon launching HearSIM™ displays 100 of the most recently updated patients
in the full (ALL) database.

Palients

Disptaying 1-100 of 178 patlenis (3

ALL EAR(S) DID NOT PASS EAR(S) NOT TESTED FLAGGED JUST TRANSFERRED AGE<10 DAYS EAR[S) TESTED

Pre-defined options are available that filter the patient database to display only a subset of patients
who meet the filter criteria. The filtered lists that can be selected are:
e All (default)
Ear(s) Did Not Pass
Ear(s) Not Tested
Flagged
Just Transferred
Age < 10 days
Ear(s) Tested

3.2.1 Al
Select this choice to return to the full patient list view from one of the filtered lists.

The list of All patients is impacted by use of the Search function E as well as he modified date

range filter E When either of these functions is in use, the full patient list is shortened to match
your search or filter criteria.

To revert back to the full list of All patients, close these tools.

3.2.2 Ear(s) did not pass

Patients displayed in this list meet these criteria:
e Have at least one test record saved
e The last test performed for one or both ears was not a Pass for any test type

These are patients who are likely to need a rescreen or follow-up.

NOTE: This is not intended to be a comprehensive list of all patients that may need follow-up based on
your screening program’s protocol. It is merely one tool you can use to identify patients who did not
have a Pass test result in each ear for at least one test type the last time they were screened.

3.2.3 Ear(s) not tested

Patients displayed in this list meet this criterion:
e Have no test records for one or both ears in at least one measurement type (TE, DP, ABR)

These are patients in the data manager who need to be screened for the first time for at least one ear.
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3.2.4 Flagged

Patients displayed in this list meet this criterion:
e Have been flagged by the user.

3.2.5 Just transferred

Patients displayed in this list meet this criterion:
e Were transferred from the device the last time a device was connected and an import of data
was performed.

The names in the Just Transferred list will be overwritten when the next import of data from a device
is performed.

The names in the Just Transferred list will be cleared when the application is closed.

3.2.6 Age<10days

Patients displayed in this list meet this criterion:
e According to the birth date entered, the baby is less than 10 days old

This filtered list allows you to view a subset of babies most likely to have been seen for screening
recently.

3.2.7 Ear(s) tested

Patients displayed in this list meet this criterion:
e Have at least 1 test saved in the database that were transferred via the HearSIM application.

3.2.8 Modified date range filter

The Calendar icon E in the upper right corner opens controls to set a last update date range filter.
As you enter dates into the From and To fields the patient list will shorten to include only patients
whose record was created or last modified within the specified range.

0O wome P i Airth aate Laar update v TEDa) DFOAE AR Flaogen
Samusla, Winne EizEEE Q oszne e
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Set the From and To dates by typing in a date in each field or by selecting a date on the pop-up
calendars that can be opened by clicking on the calendar controls inside the field. Today’s date is
circled for your reference.

Controls ( < and >) within the calendar page allow you to change the month.

Clicking in the top area of the calendar page changes the page view to allow selection of the month.
Clicking again changes to a view of years.

016

Fri lan 07
Il Ji i

< January 2016 >
o Feb Tfar gt
b | Il Bl
U1 18 2019
Sep Qct INaw Dec

Close the calendar by selecting a date or by clicking outside of the calendar.

Clicking the X at the right side of the field, closes the field and cancels the filtering, returning the full
list of patients.
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3.3  Selecting patients
Patients in the list can be selected in order to include this patient’s record as you perform actions such
as:

e Printing a list of patients

e Printing test reports for the selected patients

e Flagging a group of patients

e Transferring the patient’s information to the hearing screening device

3.3.1 Selecting individuals
The Select box appears on the left side of the patient record as you hover the mouse over the patient’s
row.

st

o
d s
g e
&
&
g W
d

o

sz snars

Clicking with the mouse in the box Selects the patient causing the selection box to remain visible
when you move your mouse off of the patient’s row.

Multiple patients can be selected by clicking the Select box in each patient’s row.

= Patients

ALL EAR(S) DID MOT PASS EAR(S) MOT TESTED FLAGGED JUST TRANSFERAED

B Name Patient id Birt: date Lot updste ¥ TEOAE  DPOAE AR Flagged
Samists, Winnle Boazea50 Q wnrrmy /10 - °

B Gilsba Jerema 3370 LTafelnt ]
L Fels
[} d a741 o (] ™
& Bk A4q4844 C]' {2

3.3.2 Selecting all (displayed patients)
All patients displayed in the list can be selected by clicking with the mouse in the Select All box in the
column header.

= Patients

FLAGGED JUST TRANSFERAED

L] o e 0
= d 8741  szszm a/21/20 ™
& Erooke Grant 4400844 o siramy 07212019

')'\'\

.

HearSIM™



HearSim™ - Instructions for Use Page 14

By default only 100 patients are displayed in the list at a time unless you have specifically chosen to
display more patients by scrolling to the bottom of the patient list and choosing the LOAD MORE
button. Therefore you will note that when all displayed patients have been selected, information is
shown in the top of the screen indicating the number of patients that are selected for the action that
you will perform.

3.3.3 Deselect all (displayed patients)
All selected patients displayed in the list can be deselected by clicking again on the Select All box in
the column header.

Patients

Dispiying 108 of 15

EAR(S) TESTRD

Selected patients remain selected until
e You deselect an individual using the Deselect control in the patient’s row
OR

¢ You deselect them all using the Deselect all control
e You change the view to a different filtered list
e You Exit the application

Performing any of these 3 functions clears the selection boxes for all displayed patients and also
returns the patient list to the default of 100 displayed patients.

3.4  Printing a patient list

After you have selected the patients you wish to print out in a list, select the Print List icon n in the
upper right corner. As an example, this might be a list of patients that you need to rescreen today or
new patients that are ready for screening.
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3.4.1 Print preview
A print preview displays the following information as shown in the figure below.

Print preview
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Controls allow you to:
e Select the desired printer
e Set the page size
e Set the orientation
e Select the color mode
e Print
e Cancel

3.5 Printing patient test reports
After you have selected the patients for whom you wish to print a test report, select the Quick Print

Report icon E in the upper right corner.

= Patients

EAR{S) TESTRD
B norme Patierd id Birth clate Last updste ¥ TEQAE OPOAE ABR Flagged
& Becke, Bovia SBFTIIZTR ' wmizne Tl / e

B Newion, Clivia BYE4332 Q 92T QT

A Quick print test report will automatically include the most recent test result for each ear and for each
test method.

For each patient you have selected a separate report will be created and displayed in a print preview.
To choose and print specific tests for a patient see section 4.14.

A Quick print report for a single patient can also be performed by selecting the Quick Print Report icon
that appears on the far right when you hover the mouse over a specific patient’s row.

) Lsa, Thamas 0114211 o vaiore =l T | ﬁ
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3.5.1 Test report print preview
Set the desired printer settings. Select Print to proceed with printing the reports. The report header
and logo file must be pre-defined in the Administration/Print section of HearSIM™,

Print preview
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3.6 Flagging patients

Patients in the list can be flagged as a reminder that some action is needed for this patient or to
create a list of patients that need attention. The flag status remains persistent for the patient records
when you move between filtered lists and even when the application is closed and relaunched.

3.6.1 Flagging individual patients
The Flag control appears on the right side of the patient record as you hover the mouse over the
patient’s row.

[ MHame Mslsai L el isle Le=t unms ¥ TIOAS DT AL AILE Mapge=l
Aanon, kot ZpeEFIat P T ol TG o

o
Erurty, i SRS I;,'- FRET- 1 L]
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vy, Warrua ST O wnaar RTEE

Clicking the mouse on the Flag causes the flag to remain visible when you move your mouse off of the
patient’s row. It appears in a grey circle.

Multiple patients (can be flagged by clicking the Flag in each patient’s row.
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3.6.2 Flagging many or all displayed patients in a list
All patients displayed in the list can be flagged by:

e Clicking the mouse in the Select All box in the column header so that all patients displayed in
the list are selected

e Selecting the Flag icon n in the upper right corner of the screen

= Patients

B Name Fatientid Birih date Liswt updats ¥ TEDAE  DPOAE AER Fiagged
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B Sarmuels, Winmie BRI Q 1072172019 | o e
-] b, I5TH (o L q o

B shonon ¥ o o L

B Jonss, Eed ag7a d ez |

| Gt ke i o iR p

3.6.3 Unflagging selected patients
Flagged patients in the list can be unflagged by selecting them and then selecting the Unflag icon

3.6.4 Flagged patient filtered list
Flagged patients can be reviewed by selecting the Flagged filtered list.

3.7 Transferring patients to a device

To transfer patients to the device you first need to connect the device to the PC using the USB
interface cable supplied with your device.

When the device is detected by the HearSIM™ software, a device graphic will appear in the
bottom left corner of the PC screen indicating the status of the device.

A
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The device screen will display “PC @ Controlled” or “Ready” when it is detected by HearSIM™.

. NOTE: The device will not be detected if it is displaying any stage of a test from the patient
preparation screen through the test “Done!” screen. Return to the Home screen if necessary.

. NOTE: The device will not be detected when certain screens are displayed. Turn the device OFF
_~,and back ON if the “Ready” screen does not display immediately upon connection to HearSIM™.

v

3.7.1 Device status and transfer controls

The symbol displayed inside of the device graphic provides information about the device database
and readiness for transfer of data. If you hover the mouse over the graphic, tooltips will also describe
the status.

Device connected; patient and test data present in the device
Click on the device graphic to begin the import of device data to HearSIM™.

Note: Before other functions such as transferring patients to the device can be
performed, test data on the device data must be transferred to HearSIM™ at
which time the data is automatically deleted from the device.

Device connected; no data detected

The device is ready to accept patients but no patients are selected.

Device connected; ready to transfer selected patients to device

Click on the device graphic to begin the transfer of selected patients to the
device.

Device connected; ready to transfer new device settings

L]
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Device connected; transfer of device settings not supported

A
< >
v

Device connected; unable to communicate

See Troubleshooting section.

3.7.2 Patient transfer

Once you have selected the graphic to initiate the transfer of selected patients to the device a pop up
screen will appear showing you the number of patients that are selected.

E Device name Device name
G356 A4 UHERREEREE
L 1413730
[ ]

H Device name
IR E T
= 1L T

Transler patinn‘ts fo device Picdimg SIS stk

Transfer completed successfully.

4 petems awaring rascfer Clok iz intehs din
1 | & patiests Trensfomes 15 Deeod

warstcr

TRANSFER (LT CLOS

Select Transfer to proceed with the process. The screen will display progress and inform you when
the process is complete.
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3.8 Adding new patients

New patients can be added to the database by selecting the Add New Patient icon. e .

Q a <9 q

The New Patient screen will appear in which you can enter the basic patient demographics.

New patient pe
Paliant I
Lask namme
First narme
Birthdaste  9/30/2016 =
Gandar Unspecified
SAVE
SAVE AND EDIT
CLOSE

3.8.1 PatientID

The Patient ID field is required for saving a new patient into the data manager. The value entered into
this field must be unique in the database.

3.8.1.1 Patient ID conflict

An attempt to enter in a duplicate Patient ID will not be allowed. Notification of an ID conflict will be
displayed below the ID field when you have entered a value that matches an ID already saved in the
data manager. This means that a patient with this ID is already saved. You can find it by searching for
this ID using the Search field in the Patient list.

PatientID 4728193847

Please enter a unique id

You must enter a unique ID to save a new patient.
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3.8.2 Last name & First name
The name fields allow entry of the patient’s last and first names. These are optional fields.

3.8.3 Birth date
The birth date field defaults to display the today’s date.

The patient’s birth date can be typed into the field or entered using the Calendar control.

3.8.4 Gender

The patient’s gender can be entered using the drop down control which opens a list including, Male,
Female and Unspecified (default).

3.8.5 Flag
The patient can be flagged within the New Patient screen by selecting the Flag control.
_ Flag off
New patient o I
_ Flag on
New patient ;-

Flagging the patient within the New Patient screen will cause the Flag to be set to ON in the patient list
view once the patient has been saved to the data manager.

3.8.6 Save
After entry of the patient’s information, select Save to:
e Save the patient to the data manager
e Clear the New Patient screen making it ready to enter another patient’s information

3.8.7 Save and Edit
After entry of the patient’s information, select Save and Edit to:
e Save the patient to the database
e Open the Edit Patient screen in order to add more details and/or risk factor information for
this patient

NOTE: See section 3.10 for more information about the Edit Patient screen.

3.8.8 Close

Select Close to close the New Patient screen. If data is present in any of the fields when the Close
control is selected, it will be discarded.
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3.9

Patient details

Page 22

To review all of the patient information fields, click on the patient’'s name or ID number in their row in
the Patient List view. The Patient Details view is divided into 3 sections, Basic Information, Detailed
Information and Risk Factors.

3.9.1

The Basic information sections shows the following demographics:

[ Sermusly, Wisnie 1626090 Q 104212019
b, s 7 d szapar Bl et
Jehe =EEE] o oz
Jorsas, Eddie 46741 O wesae 10211201
G FYREFET] o
(S 50963 Q L%
Daleman, Tylss 77065433 d spsamr 1072172018
Beckie, Brls 483727278 (o TN TPR T
Rabertsan, Scbbie S4T2EIIGN Q 2172M7 10/21/2019
Hill. il S4977E g wreme W2
..... Mary a7z727 Q nean

Basic information

Patient ID
Last name
First name
Birth date
Gender

3.9.2 Detailed information
The Detailed Information section includes fields for:

Birth order

Birth weight [g]
Birth facility
Physician

Mother’s last name
Mother’s first name
Phone number
Address Line 1
Address Line 2

City
State/Province/Region
Zip/Postal code
Country

\
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Besic information

Patient id LT
Laat name Samuels
Firal name Wirsin
Birth date Ay
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Physician
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3.9.3 Risk factors
Information about Risk factors is displayed in this section.

A Risk factors

Family history of permanent childhood hearing loss v

3.10 Editing patient information

Patient information can be edited or completed by selecting the Edit icon in the upper right corner
of the Patient Details screen. The fields will become editable.

iy 19812853

Py 1

TEET RESIRTE

3.10.1 Editing basic information fields

The fields and controls in this section are identical to those in the Add New Patient screen. See
Sections 4.7.1 through 4.7 4.

3.10.2 Editing detailed information fields

3.10.2.1 Birth order
The drop down list control allows you to select the birth order for the infant. The default value is

“Unspecified”.
Unspecified
Single
Multiple A
Multiple B
Multiple C
Multiple D
Multiple E

Multiple F
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3.10.2.2 Birth weight [g]

This is a text entry field in which you can enter the infant’s birth weight in grams.

3.10.2.3 Birth facility
The Birth facility field is a a drop down list that displays a facilities list that is defined in the
Configuration area of the HearSIM™ software.

3.10.2.4 Physician
This is a text entry field in which you can enter the patient’s physician’s name.

3.10.2.5 Mother's last & first names
These are text entry fields in which you can enter the Mother’s name.

3.10.3 Editing risk factors

The default Risk Factors found in HearSIM™ include the recommended risk factors included in the
2007 Position Statement published by the Joint Committee on Infant Hearing’ as well as legacy risk
factors. These risk factors can be customized in the Configuration area of the HearSIM™ software.

3.10.3.1 Risk factor controls

The risk factor controls allow you to set values of Yes or No or to leave the value unspecified. Only the
“Yes" risk factors display in the Patient Details view when the edit mode is closed.

Family history of permanent childhood hearing loss

Yes, risk factor present

No, risk factor not present

Risk factor unspecified

T Joint Committee on Infant Hearing, Year 2007 Position Statement: Principles and Guidelines for Early
Hearing Detection and Intervention Programs, Pediatrics, 2007:Volume 120, Issue 4
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3.10.3.2 Other risk factor
The Other Risk Factor field allows entry of text for a special risk factor.

Recurrent ofifis media or OM w/ effusion

Syndrome assoc. w/ HL, progressive or late onset

Lianer

3.10.4 Saving or cancelling changes

Edits must be saved or cancelled to exit from the Edit Patient Information view using the controls at
the bottom of the view.

CANCEL SAVE CHANGES

3.10.4.1 Save changes

Selecting Save Changes will save the edits you made and close the edit view of the Patient
Information screen.

3.10.4.2 Cancel

Selecting Cancel will discard all edits you have made without warning, returning all fields to their
previous values, and close the edit view of the Patient Information screen.

3.11 Deleting a patient

A patient can be deleted from HearSIM™ by selecting the Delete icon ﬂ in the upper right corner of
the Patient Details view.

W 198712853
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3.11.1 Delete confirmation
A pop-up message requires confirmation by selection of the Delete control. Deleting a patient also
deletes all associated tests from HearSIM™,

Delete entire patient record
including all test results?

The patient record and all associated test results will
be permanently deleted.

CANCEL DELETE

Seletion of Cancel cancels the operation and close the pop-up message.

3.12 Testresults list
Select the Test Results tab in the patient’s information screen to review a list of all tests that have
been transferred into HearSIM™ from the device.

The tests list is sorted in reverse chronological order.

59388282

Bransoncille, Ira

Male, borm 1/4/2017

TEST RESULTS PATIENT DETAILS
ey  TEOAE (3 2/20/2017 9:18:54 PM
& RIGHT: Pass 2 Madison, Dolly

B Northeastern University M...

(. TEDAE 3 2/20/2017 9:18:40 PM
=
& LEFT: Pass & Madison, Dolly
E# Northeastern University M...
w iy ABR(35dBnHL) (3 2/19/2017 12:41:04PM
& LEFT: Pass 2 Mann, Horace
RIGHT: P
& = E¥ Bowling Green Hospital
24y, ABR(35dBnHL) B 2/17/2017 11:16:20 AM

& LEFT: Incomplete(7] 2 Mann, Horace

RIGHT: [ let:
& ncomplete () Bf St Thomas Medical Center
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The information displayed includes:

o Testear

o Testtype

e Result

e Testdate & time
e Screener

e Screening facility

e Test comment

In the list, binaural ABR tests display with both ear’s results reflected as seen in the last test in the
screen above.

For incomplete tests, hover the mouse over the @ question mark symbol to view a reason for
stopping the test (if one was entered).

,( Ty ABR(35dBnHL)
& LEFT: Incomplete[F]

[ RIGHT: Incompleteﬁﬂv
Impedance was not mmwe

3.13 Test details view
Select one of the tests in the list to open a detailed view with this test as the focus.

TEODAE

@w‘

e maorn [ Lt

3.13.1 Graph view

A graph reflecting the test data for the selected test is displayed for review.

For DPOAE and TEOAE tests, a bar graph displays the OAE response and noise amplitude values for
each of the test frequencies. A table of numeric values displays below the bar graph.

For ABR tests, a time graph displays showing the progress of the test toward achieving a passing test
value over time.
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3.13.2 Measurement information

Measured test values display in this section and will vary with the test type and with the device used
for testing.

3.13.3 Device information
This section displays information about the device and transducer used to perform the test.

3.13.4 Protocol information
Protocol parameters that were in effect for the tests are displayed in this section.

3.14 Editing test fields
s

Some fields related to the test can be edited or added by selecting the Edit icon that displays

when the test details view is open.

TEOQAE

H fir H : |

3.14.1 Edit test information window

In the Edit Test Information screen only certain fields can be edited in order to add information that
was not available at the time of the test or to correct input errors.

As seen on the right, the editing screen for a binaural ABR test contains information for both ears.

Edit test information Edit test information
Mathod ARR
Test type ABR (35 dB nHL) SWAP SIDES
My Ineranplete
Left result Incompleta
Tossassn) Could nod test
Left reason Invvalid -
Ear sida Rghil
Rhght result Incomplists
Taat time BTS00 1A AT
Right reason Ivvald
Rereanar Eylvestes, Eaah
Test lima 2TIENT 111620 AN
Facilty Wwachington Medical Comtor

Scroener Mann, Horace -

Hipapital =idtue  inpationt -
Facility St. Thomas Medical Center

Cammonts Hospital status  Outpatient

Test was Poppsd becsuse the milenl became oo aclve 1o
comtrue

Comments

Irnnadaneo wae et oace boseki oo en thie natient

CANCEL SAVE CHANGES CANCEL SAVE CHANGES
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3.14.1.1 Uneditable fields
Test type, result, test date and time cannot be changed but are displayed for review.

3.14.1.2 Stop reason

For an Incomplete test result a stop reason field will be available with options of:
e Could not test
e Invalid

3.14.1.3 Ear side

The ear can be changed in the event that the screener made an error while documenting the ear at the
time of the screening.

For a binaural ABR test the Swap Sides button is available. When selected the results and test
progress data for the ears will be exchanged. This feature is available to use in the event that the
screener has placed the insert earphones incorrectly on the patient’s ears for the test and only
discovers it after the test is completed.

3.14.1.4 Screener
The screener name can be added or changed using the drop down list that displays the screener list
as it is defined in the Configuration section of HearSIM™.

3.14.1.5 Facility
The screening facility can be added or changed using the drop down list that displays the facility list
as it is defined in the Configuration section of HearSIM™.

3.14.1.6 Hospital status
The patient’s hospital status at the time of the screening can be added or changed using the drop
down list that includes the options of:

e Inpatient

o Qutpatient

e Home visit

3.14.1.7 Test comment
A comment about the screening can be added or edited in this memo field.

3.14.2 Saving or cancelling changes

Edits must be saved or cancelled to exit from the Edit Test view using the controls at the bottom of the
view.

CAMNCEL SAVE CHANGES
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3.14.2.1 Save changes
Selecting Save Changes will save the edits you made and close the Edit Test Information screen.

3.14.2.2 Cancel

Selecting Cancel will discard all edits you have made without warning, returning all fields to their
previous values, and close the Edit Test Information screen.

3.15 Printing a patient report
A test report for a patient can be printed including tests from the test results list that you select.

3.15.1 Selecting tests

To select tests for the purpose of printing the results in a report, hover the mouse over the printer icon
in the row for the test(s) you wish to print. The printer icon will change to a check box. Select the
checkbox to choose the test for printing. Repeat that for all of the tests you want to include in the
report.

i 59388282

Bransoncille, Ira

Male, bom 1/4/2017

TEST RESULTS PATIENT DETAILS
S : J TEOAE @ 2/20/2017 9:18:54 PM
' RIGHT: Pass 2 Madison, Dolly

B Northeastern University M...

(A 2/20/2017 9:18:40 PM
2 Madisen, Dolly
¥ Northeastern University M...

o 'if' J .~ ABR(35dB nHL) @ 2/19/2017 12:41:04 PM
) & LEFT: Pass 2 Mann, Horace

RIGHT: Pass
= # Bowling Green Hospital

ABR (35 dB nHL) [ 2/17/2017 11:16:20 AM

& LEFT: Incomplete(Z] 2 Mann, Horace
& RIGHT: Incomplete[T)

22D

¥ St. Thomas Medical Center

Impedance was not easy to achieve on this patient.

Selected tests will display the checkbox which remains visible as you move from test to test.
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3.15.2 Executing the report printing
Select the Print icon in the upper right corner of the screen to display the Print Preview screen.

i 59388282

Bransoncille, Ira
Male, bom 1/4/2017

PATIENT DETAILS
v (=D TEOAE @ 2/20/2017 %:18:54 PM
e’
pEEiihe Rass 2 Madison, Dolly

Ef Northeastern University M...

TEOAE (@ 2/20/2017 9:18:40 PM
(L LEFT: Pass A Madisen, Dolly
¥ Northeastern University M...

Include testin report printout

ABR (35 dB nHL) 3 2/19/2017 12:41:04 PM

& LEFT: Pass 2 Mann, Horace
& RIGHT: Pass

vZ)v
£} Bowling Green Hospital

ABR (35 dB nHL) @ 2/17/2017 11:16:20 AM

& LEFT: Incomplete(Z] 2 Mann, Horace
& RIGHT: IncompletelZ]

2D
¥ St. Thomas Medical Center

Impedance was not easy to achieve on this patient.

3.15.3 Print Preview
The test report print preview displays as follows:

Print preview
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TPICH Werchnres NN Sedan L

Hearing Screening Repart

Mot el - Fatierdt Information
e el nane Samen e Fatber Iy AR ARTTRS
i - Firar mama: famis by G Famais
Brthdala. LT
et Soreening Results
Fgheoar Togl tapes ABR {2030
Mamn Sermsare. Croos e Cwipn e
LTINS 9 s D sclily  Camrres Wit lizsgulsl
| et Tent bypee ARE {30
Fasn Turewara. Firasba Capaia
RLVES FAh R B waclily.  Caanaed Wornmets Howgnlad

Controls allow you to:
e Select the desired printer
e Set the page size
e Set margins
e Set the orientation
e Select the color mode
e Print
e Cancel
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3.15.4 Report format

The test report is a fixed format report that displays the following information.
e Facility name and logo (if configured in Administration/Print screen)
o Title
e Patient information

Screening results

3.16 Transfer data to HearSIM™ from device

To transfer patient and screening test information from the device to HearSIM™ connect the device to
the PC using the USB interface cable supplied with your device.

When the device is detected by the HearSIM™ software, a device graphic will appear in the bottom left
corner of the PC screen indicating the status of the device. The device screen will display “PC
Controlled” or “Ready” when it is detected by HearSIM™.,

NOTE: The device will not be detected if it is displaying any stage of a test from the patient preparation

screen through the test “Done!” screen. Return to the Home screen if necessary for the connection to
be made.

3.16.1 Device data import

See Section 3.7.1 for a review of all of the possible device graphics that can appear when HearSIM™
has detected that the device is connected.

If patient and/or test data is present on the device you will see the following graphic:

Device connected; patient and test data present in the device

Click on the device graphic to begin the import of device data to HearSIM™.

After you have clicked on the graphic to initiate the import, a screen will open in which you will select
Import to perform the transfer.

S T 01 TR
FATR RN 1R TE N T

Tranatar patiants frem device

wrew ks B
Ve

[HLE HE ROET

After the transfer is complete, the data will automatically be cleared from the device.
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The device will then be ready for transfer of selected patient names from HearSIM™ or for direct entry
and testing of new patients.

Select the Cancel button to cancel the operation.

3.16.1.1 Screening vs Diagnostic device models

Screening models of certain OAE devices supported by HearSIM™ use test protocols with the
following names:

e DP4s
e DP2s
e TE32s
o TE®64s

Tests performed using these protocols are supported by HearSIM™ and will be transferred into
HearSIM™/0toAccess®.

Some models of these devices allow testing usnig screening or diagnostic protocols with names other
than those in the list above. When such data are encountered during data transfer to HearSIM™, these
tests will not be imported into HearSIM™ and will be deleted from the device.

the database and will be immediately deleted from the device after a transfer has
occurred. Be sure to print out or otherwise save test results from unsupported protocols
before transferring data to HearSIM™.

f IMPORTANT NOTE: Tests performed with unsupported protocols will NOT transfer into

3.16.2 Merge conflict resolution

As data from the device is transferred to HearSIM™ the data will be merged in the case where the
Patient ID transferred from the device matches an ID existing in the HearSIM™ database.

If the Patient IDs match but other basic patient fields have conflicting entries, then a screen will
appear so that you can review the conflict and resolve it before the transfer is completed.

A
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Resolve conflict for patient ID 877665433
The existing patlent record for patient |d B77665433 was found in the database
Piease resolve any canflices by selecting which data to keep
Alternatively, enter & new patient ID to ereate the device patient as a new record
= Merge with existing recard
f r\ &
ﬂ;g - -
Last name Farher Daleman ’.‘l
First nama Peter 2
Gender Male
Birthdate 10/18/2018 6/29/2017 'J
O Create new record with different patient D
SKiP

Page 34

The table shows the basic patient fields in rows. The field entries for the device Dversus HearSIM™

I;I are shown in the columns. The last column reflects the entries that will be saved in HearSIM

once you have selected the correct entry, resolving any conflicts that are present.

To resolve the conflict, note the rows that have the question mark symbol ? in the last column. Then
select the correct field entry for that field by clicking on either the device value or the HearSIM™

value.

Resalve conflict for patient ID 877665433

The exiating petient record for patient id 877665433 was found in the datebase
Flease resclve any conflicts by s

Altematrvely, enter 8 new patient I 1 craate the davi

patient as a new racord

@  Marge with axteting record

9] Greate new recond with different patient 1D:

Last name Parker Coleman Parker
Firsl name Peter Tyler Feter
Gender Male
Birthdate 13/19/2019 &/29/2017 &/29/201M7

SKIP RESOLVE

Once you have selected the accurate field entry, you can select the RESOLVE button to save this
patient and associated tests to HearSIM. The data as observed in the last column will be saved to the

HearSIM database for this patient.
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If you choose to SKIP this patient, then it will not be transferred to HearSIM and will not be deleted
from the device.

3.16.2.1 Changing the patient ID

As you review the conflicting data you may find that the device and the HearSIM™ software have the
same patient ID (by some mistaken entry), but that these are actually two different patients. In this
case you do not want to merge the test results together.

To resolve this situation you can choose the Create new record with different patient ID option and
enter a new ID for the patient being transferred from the device.

Resolve conflict for patient ID 948741

Birtlwiute

@  Cometenew record with different patien

SKIP

As you edit the patient ID in the field, information will be displayed if the entered ID still matches a
patient already saved in HearSIM™. If there are no matches, then you can create this new patient in
HearSIM™ when you RESOLVE the conflict. The patient fields from the device will be saved with any
associated tests under this new Patient ID number.

Resolve conflict for patient ID 948741
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3.16.3 Import of unassigned tests

A

v

wwwww ‘ One supported device type allows tests to be performed on the device that are not associated
with a specific patient. When this device is connected to HearSIM™ and unassigned tests are present
then these tests will be temporarily stored in an “Unassigned Tests” page in HearSIM™.

A
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4 Unassigned tests

One device supported by HearSIM™ saves screening tests with a Test ID as the only identifier.
These tests can be transferred into HearSIM™ and are saved in a temporary location waiting to be
assigned to a patient that is already in the database or to a new patient.

After the tests have been transferred into HearSIM™, select the Assign tests menu item in the Main
Menu.

HearSIM™  Admin

6

S

[ )
HearSIM™

m
T

it Assign tests

e Loniguratio:

A list of unassigned tests displays on the left showing the test number assigned by the device as well
as other test information.

=  Assigntests

Tests Patients | = °
sos
e e

RIBHT. Fagy = so ol B ARAR AN

EPOAE

TR 12310
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4.1 Assigning a test to a new patient

s
Select the tests you wish to assign to a patient by entering a checkmark in the checkbox that
appears when you hover the mouse over a test in the list.

Tests

o DPOAE 0
k RIGHT: Pass @ 12/3/201% 84543 AM
DPOAE Lo}

LEFT: Pass B 12/2/207% 8:46:07 AM

Select all tests you want to assign to the patient. Then select the Add new patient icon to open the New
Patient entry screen. Enter the patient’s information. At a minimum you must enter a patient ID to
assign the test to a patient.

Select Save and Select when the data is complete.

Mew patiant

-3
Qg
o
@
o
o

Review your selection in the next screen to verify that all information is correct. Select ASSIGN to
complete the process. The tests will disappear from the list once they are assigned.

N
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HearSIM™  Admin

=  Assign tests

Tests X L o
I 746281877

] DPOAE Lo T
RIGHT: Pass [ 12/3/2019 B:45:43 AM
= DPOAE 02
LEFT: Pass [ 127372070 8:46:07 AM DFPOAE D
RIOHT: Pass (B 12732019 B:45:43 A
OPOAE 02
LEFT: Pass 3 123

4.2 Assigning a test to an existing patient

<n>
Select the tests you wish to assign to a patient by entering a checkmark in the checkbox that
appears when you hover the mouse over a test in the list.

Select a patient from the list of patients on the right side of the screen. Use the Search feature to find
the desired patient by entering in Patient ID or Last name to begin to shorten the list to matching entries.

HearSIM™  Admin

Tests Patients | 2 Sem : e
oy
= DEOE e 2 Name Patient id Birthdate  Lastupdate ¥
RIGHT: Pass @ 12/3/2019 B:45:43 AM
37225882 113019 V2372019
] DPOAE L = : ‘
LEFT: Pass M 12372019 8:46:07 AM
Mielsan, Baby Boy T46281877 O wEEne /g
Young. Melissa 2456321 Q BA1S/2018  17/20/2019
Winston, Emma % 8642421 Q BASF201E  11/28/2004 ‘
Stogner, Jascn 47378426 O. Br/Z018 1126208
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When you select a patient, the confirmation screen appears. Verify the accuracy of the information and
select ASSIGN. The tests will be removed from the list.

HearSIM™  Admin

= Assign tests

Tests X e
I 746281877

o DPOAE Lo
RIGHT: Pass [ 12/3/20%0 B45:43 AM Pialcen, baby hoy
Male, bom 12/3/201
= DPOAE o
LEFT: Pass 3 12/3/2010 B46:07 AM OPOAE B
RIGHT: Pass [ 12/3/2019 B:A543 AM
DPOAE w2
LEFT: Paca 3 12/3/2010 BAEDT AM

4.3 Deleting unassigned tests

Select the test you wish to delete by clicking on its checkbox. Select the trash can icon to delete it
from the list.

HearSiM™  Admin

Assign tests

Tests Patients Q. Seer e

51 ; :
s 5 Name [ Fatient id Girthdate  Lastupdate ¥
RIGHT: Pass (B 12732019 84543 AM &
oulncy, Adam 10453772 FI6CI01R 1172672019
= DPOAE . g d
LEFT Pass @ 12/3/2019 BABNT AM |
Tular Rath R75ATR - FARMNIR 11 7PR2009

Confirm that you really want to permanently delete the test from the list by selecting DELETE. Or,
CANCEL the operation.
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Delete all selected tests?

The selected tests will be permanently deleted

CANCEL DELETE
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5 Export tests

HiTrack and OZ eSP™ are 3 party data managers specifically designed to handle newborn hearing
screening data. HearSIM™ allows screening data to be exported into formats that are compatible with
either HiTrack or 0Z eSP™ .

There are two methods for exporting HearSIM™ data to the HiTrack or OZ eSP™ file format.

5.1  Automatic export

HearSIM™ can be configured to automatically export screening data to either a HiTrack-compatible
file or an OZ eSP™-compatible file during the data transfer.

When this feature is enabled, then each time that data is transferred into HearSIM™ the test data will
be appended to the specified file.

See section 8.1 for more information about setting up the automatic export feature.

5.2  Manual export

You can perform a manual export of screening data to either a HiTrack-compatible (hearsim.txt) file,
an 0Z eSP™-compatible file (hearsim.oz), a Comma-Separated Value (hearsim.csv) file format or an
XML (hearsim.xml) file format at any time.

5.2.1 Export tests dialog

Select the Export tests item in the HearSIM™ menu. Several settings allow you to define the criteria
for the export.

=  Export tests

TAR17AR3 Prasst, Bhigail
Search parameters L6t WD E 1
TELAE CHpra, Man/C 1 17462
LA (e B I [ 1 B = L Ll s Mmmmrisl Hnapdisl
T T S REEIRIR Prascatt, Skigall
Agrear’ 000 oMDE 16123004
BB s ucie napories nemta TECAE i M1 ITAGE
Hepz Momornsf Hospita
Taek dnin -
e JUTHA DA Merdias, Uign
agttcar SALEIG IRGTAL
g C 0 AT Tz, CrommsIns
JU2Ba7EED Perikos, Clga
T EAr WIARTR LTI
TECAE Frarefe, CatinreTGh

Harm Nicr=icgEnie Chiltre's Hospal

5.2.1.1 Date range

These two fields allow you to set the starting and ending test date for tests you want to export. Type in
the desired date or use the calendar control to select a date.
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5.2.1.2 Exclude incomplete results

Enable this setting if you wish to export only screening results with Pass or Refer results and not the
Incomplete tests.

5.2.1.3 Exclude exported results

Enable this setting to exclude from the export any tests that have previously been exported to an
export file.

5.2.1.4 Search

After you have set the criteria for the export, select the Search button in order to execute the search of
the database for tests that meet the criteria.

5.2.1.5 Export test list

Upon executing the search the list will update to display a list of tests that will be exported. This gives
you the opportunity to review the list and refine the export criteria if needed.

5.2.1.6 Export test list sort method
The test list can be sorted either by Test date, Patient ID or Patient name.

5.2.2 Export

Select the Export button o to proceed with performing the export. A Save As dialog will appear
allowing you to set the destination, the filename and the type of file (HiTrack, Comma-Separated
Values, HearSIM™ XML or OZ eSP™ Binary). The default name of “hearsim.xxx” is recommended, but
can be changed at the user’s discretion.

File name: | hearsim.bxt -

Save as type: |HiTrack Export Files ( *.txt) ~

HiTrack Export Files [ *.tat)
Comma-Separated Values [ *.csv)
A Hide Folders HearSIM XML Files { *xml)

OZ7 Binary Files { *.bin)

After making these settings, select Save to execute the export and save it to the destination path.
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6 Configuration

The Configuration section of HearSIM™ allows setup of the Screener and the Facilities lists as well as
customization of the Risk Factors list. These lists are used in HearSIM™.

@ Only the touch screen device supports transfer of configured lists into the device.

6.1 Screeners
Screener names and passwords that will be transferred to the device are managed here.

6.1.1 Adding screeners

Select the ADD icon ° to open fields for entry of a new screener name and password. After
entering the information select the ADD control to save it or CANCEL to cancel this operation without
saving.

= Configuraticn

BLRCERENE RACEITEE

CANMLE. Aun
sirped s Ricranke

Fomke Tl

6.1.2 Deleting screeners

Select a name by clicking on it and then select the More " iconto open a pop-up menu with a
Remove control. Select it to delete a screener name from the list.

Hannah Smith bl H

Emelda Markinson
melda Markinsor B Remouwe

6.1.3 Editing passwords

After entry of screeners, passwords display in the list with ***** However the password can be
viewed and edited by selecting the screener name and clicking the mouse in the password field.

Hannah Smith 4672 :
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6.2 Facilities

Facility names are managed here. This list is used as the drop down list in the fields of Birth Facility
and Screening Facility.

6.2.1 Adding facilities

Select the ADD icon o to open a field for entry of a new facility name. After entering the
information select the ADD control to save it or CANCEL to cancel this operation without saving.

= Configuration

pem | TAE C R FADRLITIES NISE 1RO IO

ookl i ¥ °

CAMNCE A

Tastrertiry Reginnsl Risdiesl Cankar

6.2.2 Deleting facilities

Select a facility by clicking on it and then select the More " iconto open a pop-up menu with a
Remove control. Select it to delete a facility name from the list.

= (Configuration

FACHITH S

Fmudity smime ¥

Balesils Communty Hosoital

Bt Foay i i TR
ord Faionad Madiesl Dante W Femoee

6.3 Risk factors
The list of Risk Factors is managed here.

6.3.1 Adding risk factors

The Risk Factors list is pre-populated with risk factors as recommended by the Joint Committee for
Infant Hearing as well as some legacy risk factors.

N

HearSIM™



HearSim™ - Instructions for Use Page 46

Select the ADD icon ° to open fields for entry of a new risk factor. After entering the information
select the ADD control to save it or CANCEL to cancel this operation without saving.

B FACTORE

Firs Factor
| °

CAMCEL &AOD

o fre = na KK

6.3.2 Deleting risk factors

Select a risk factor by clicking on it and then select the More " iconto open a pop-up menu with a
Remove control. Select it to delete a risk factor from the list.

= Configuration

RECH FACTCRE

Aizk fackor

Farmiky histony of crikdhood Hi

B th vtk < 7500 i g

Posinatal infoctsn o ssoc. we SKHL (e g, meningts) Ep

N

HearSIM™



HearSim™ - Instructions for Use Page 47

7 Devices

The Device page in HearSIM™ allows configuring the options that can be set on the touchscreen type

of device. @ This is the only device type that supports the functions described in this section.

It is in the Device page that you can choose the screener names you wish to transfer to the device.
You can also view the various screening protocols that are available for use and select those that you
want to transfer into your device.

Additionally you can review the list of facilities and risk factors that are set up in the Configuration
section and opt to transfer these to the device.

7.1 Screeners

@ The Screener names that were added in the Configuration section are automatically displayed
here.

7.1.1 Active or Inactive for transfer to device

An Active @ (or Inactive ) control can be set. Only active screeners in this list will be
transferred into the device.

7.1.2 Order

The order of the list can be modified here before it is transferred to the device. For example, you may
want to place the names of screeners who perform most of the screenings at the top of the list to
avoid scrolling on the device to find their names.

The Screener ID column header can be selected to set the list in A-Z alphabetical order. Additionally a

Drag control appears in front of the name when you hover the mouse over a screener row. You
can click and hold the Drag control and move and drop the screener name to a different position in the
list.

Devices

SCREENERS FACILITIES RISK FACTORS aPTIONS PROTOCOLS

Tusya Whitmore Pazaward [ ]
Sandsa Benedict Fassword ®

Juanita Fannirez Fassword
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7.2  Facilities
@ The Facility names that were added in the Configuration section are automatically displayed here.
All facility names in the list will be sent to the device if you choose to transfer them.

In the device, it is possible to set the Screening Facility where the test is performed, but you must also
enable the setting of Options/Test fields. See section 7.4.

Devices

SCREENERS FACILITIES RISK FACTORS OPTIONS PROTOCOLS

Facility name

Carpentersville Reg. Med Cntr.
Main St. Hospital
Jackson Hospital

St. John's regional

7.3 Risk factors

@ The Risk Factors that were setup in the Configuration section are automatically displayed here.
All risk factors in the list will be sent to the device if you choose to transfer them.

= Devices

SCREENERS FACILITIES RISK FACTORS OPTIONS PROTOCOLS

Risk factor

Family history

Mechanical ventilation

Neonatal indicators (hyperbili., PPHN w/ mech. vent, ECMO)
Ototoxic medications

Physical findings assoc. w/ syndrome with HL

Postnatal infection assoc. w/ SNHL (e.g. meningitis)

Recurrent otitis media or OM w/ effusion
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7.4 Options

@ The device Options are set here in preparation for transfer to a device. Each can be made Active
or Inactive.

= Devices

SCREENERS FACILITIES RISK FACTORS OFTIONS

Screener login

RagLire scresners 1o log In on the deviee.

Quick test

Allow testing withaut antering patiant infarmation.

Allow & s 10 select facdity and hospital status associsted with test.

Stop reason

Raquire scresners o enter reason m case test s incomplets

furoematically assign patient id

Comiments

Allow commenting on lost results.

7.4.1 Screener login

Enable this control if you want a screener to select his/her name and enter the associated password in
order to use the device. This way the screener name is automatically associated with any screenings
that are performed.

Be sure that there are screener names setup in the Configuration section of HearSIM™ if you enable
this setting on your device and that Screener names are activated to send to the device. If you enable
this feature on your device but do not configure or transfer screener names you will not be able to
login and this will have to be resolved before you can use the instrument.

7.4.2 Quick test
Enable this control if you want to allow screening tests to be performed without requiring entry of a
patient ID.

7.4.3 Test fields

Enable this control if you want to save information about the screening facility and hospital status
(inpatient, outpatient or home visit) with the screening data. If login is disabled this setting also allows
you to select a screener name from a list which will then be saved with the screening test.

Be sure that there are facility names setup in the Configuration section of HearSIM™ if you enable this
setting on your device. If you enable this feature on your device but do not configure or transfer facility
names you will not be able to perform a test and this will have to be resolved.
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7.4.4 Stop reason
Enable this control if you want screeners to enter a reason of “could not test” or “invalid” for
incomplete tests.

7.4.5 AutolID

Entry of a patient ID is required in order to save tests on the device and later transfer them to
HearSIM™. Typically this ID is one that is assigned to the patient by the hospital. Enable this control if
your patients do not have IDs and you want the device to assign an ID automatically.

7.4.6 Print

@ Enable this control if you have purchased the wireless label printer which is an option offered
with your device.

7.4.7 Comments

Enable this control if you want to have the opportunity to enter a comment on the device that is
associated with a screening test.

7.5 Protocols

@ Each device is delivered ready to perform one manufacturer default screening protocol for each
test method that you purchased with your instrument (ABR, TEOAE, DPOAE). If you wish to review the
parameters of other alternative protocols or transfer more than one protocol per test method to your
device, you can review and select for transfer the available protocols in this section.

= Devices

BCREENERS FACILITIES RIEK FACTORS OPTIONS PROTOCOLS
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7.5.1 Test type and Name

The protocols are displayed in the list described by their test type (ABR, DPOAE or TEOAE) and then a
name that contains a unique identifier (A0O or D01, for example) followed by a description of
important parameters. This is the name that will appear on the device.

Protocols identified as A00, TOO and D00 are the manufacturer default protocols for ABR, TEOAE and
DPOAE, respectively.

Select a protocol by clicking on it to open a more detailed description of the parameters defined in this
protocol. More information about the protocols provided with HearSIM™ can be found in separate
documentation associated with your device. Contact your representative or the device manufacturer if
you have questions.

PROTOCOLS

> TEOAE Protocol ®
ABR ADD CE-Chirp 55 dB nHL ®
TO1 1,54 kHz, 2.4, SNR 6 dB
A A 45 0B nik [ ]
Stimulus type
POAE 0 26 kH; R6d8 ®

1AL lHz, 24 SRS d [ ]
Bands for pass
A a0 oE
Frequency Min. SHR Mandatory
AR AD4 Click 3508 1k & TAkHe AR 0B Lo
z .0 da [
AR ANG Click 30 38 nHL a0oe
ada
A AD6 Click 4008 nHL .

7.5.2 Active or Inactive for transfer to device

An Active ® (or Inactive ) control can be set for each protocol. Only active protocols in this
list will be transferred into the device. Protocols sent to the device which are not supported by the
licenses purchased with your system will not display on the device.

7.5.3 Order

The order of the list can be modified here before it is transferred to the device. For example, you may
want to place the names of protocols you perform most commonly at the top of the list.

The Drag control appears in front of the test type/name when you hover the mouse over a protocol
row. You can click and hold the Drag control and move and drop the protocol to a different position in
the list.
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PROTOCOLS

Test type Name Transfer to device
ABR ADO CE-Chirp 35 dB nHL [

ABR A03 CE-Chirp 45 dB nHL [
DPOAE DOD 2-5 kHz, 3_4, SNR 6 dB (4

ABR AQ1 CE-Chirp 30 dB nHL

TEDAE T011.5-4 kHz, 2_4, SNR 6 dB (4]

ABR AD2 CE-Chirp 40 dB nHL :

Dvag 1o reprier i AD4 Click 35dB nHL [}

7.5.4 Deleting protocols from list
If you wish to eliminate a protocol from the HearSIM™ |ist, select it by clicking on it and then select

the More options * iconto open a pop-up menu with a Remove control. Select it to delete the
protocol from the list.

7.5.5 Adding protocols to the list

The Protocols list is pre-populated with a few commonly used/requested protocols for each test type.
It is possible for a newborn hearing screening program to request a custom protocol and the device
manufacturer will attempt to comply with your request by providing a custom protocol file which you
can add to this list.

To add a custom protocol that has been provided on request, select the ADD icon ° toopen a
browser screen in which you can define the path to which the custom file has been saved. After
locating the file (with extension .hpd) and selecting it, select the Open button to add it to the list.
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= Devices

+ Frntncok e Heni T [Samch Ihabet i Fi B

it rume | HumSibaProtcz| Deipsen | -

T Careel

7.6  Transferring custom settings to device

@ After you have customized your device settings you can transfer them to your supported
instrument. Connect the device to the HearSIM™ PC with the provided USB cable. Enter the Device
settings menu in HearSIM™ .

If patient data is present on the device you must first transfer the data to HearSIM™ before you will

be able to transfer your new settings. l
When the device graphic with a gear symbol in the center ap , then the device is ready to
receive the new settings. Click on the icon to open the “update device configuration” window.

-
A
If the device graphic with the gear symbol has a bar drawn through the gear . , then the connected
device does not support these settings.

H { Device name

2 version 1.

Update device configuration
& sczeners

B Facilities

& Risk factoes

& options

O Protoccls

CANCEL UPDATE
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Select the checkboxes next to the settings you wish to transfer. The Protocols checkbox is only
available to HearSIM™ administrators. Select the Update control to proceed with the transfer.
Reboot your device after the transfer for the new settings to take effect.

All previous settings on the device will be overwritten with the new settings.
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8 Administration

Tabs in the Administration section allow setup of preferences related to automatic export of data
transferred from a device into a HiTrack or 0Z-compatible file and print-out settings.

8.1  Automatic export settting
Select the Administration option in the HearSIM™ menu and access the Export tab.

Administration

EXPORT PRINT

Automatic export

Expart testresulls auiomatioally when sensfermed from the device

HiTrack - Il Cksers\Fubici Documenssilieain

Excluste inuamplete beat results

8.1.1 Automatic export on/off setting

If you want to export newly transferred screening data to a Hi-Track compatible or an OZ eSP™-
compatible file immediately and automatically after the transfer, enable this setting. When the setting
is enabled then three additional settings become available. These settings are recalled when the
program is closed and relaunched so the setup is required only one time.

8.1.2 File format

Use the drop down to select either HiTrack or 0Z eSP™ as the format for the file that is created.

8.1.3 Destination file and path

Select the Folder icon I preceding the field to open a browser tool. Set the destination path for the
file. The default filename and extension for a HiTrack file is “hearsim.txt”. The default filename and
extension for an OZ eSP™ file is hearsim.oz.

8.1.4 Exclude incomplete tests

Select this checkbox if you prefer that tests with Incomplete results are not exported into the HiTrack
file. This means that only screening tests with either a Pass or a Refer result will be exported.
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Administration

Expart test results automatically when sransfermed from the device

HiTrack ™ Il Cksers\Fubict Documenssilieain

I B8 Excluste incomplete test resutiz I

8.2  Print settings

Select the Print tab to define a report header and load a logo file that will print out on patient list and
test reports and to select the type of report format you prefer.

= Administration

BRNT

Raport heades

o v .
! Certer e,
38291 5 Lowe St -
Diesan, 1L B0
3822911928
|

Repart fonmat

8.2.1 Text

The text area permits input of multiple rows of text each with a maximum of 50 characters. It will be
fixed in place on the top left side of the reports.

8.2.2 Logo

A logo file can be selected in a browser opened by selecting the Load button. The logo will display on
the upper right corner of the print-outs.

8.2.2.1 Delete logo

If you want to remove the logo from the reports select the Delete icon in the corner of the logo display
area. Additionally, you can select the Load button and choose a different logo file.

8.2.3 Report format

The Report format control allows you to select your preference for the report template you want to
print for patient reports. You can select from the choices of Basic or Detailed.
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Report format

Select the default report format for printing

Detailed
Basic

Detailed

A basic report prints the following information for each test you select:
o Testear

Result

Test date & time

Test type

Screener name

Facility

A Detailed report includes these fields but also prints out additional information that may include
some of these fields:

e Test duration

e Artifact %

e Additional measured values or test conditions (varies by test type)

e Device name

e Transducer type & serial number

e For OAE tests, bar graph showing OAE and Noise amplitude values
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9 OtoAccess® functions

Installation of OtoAccess® places two short-cut icons on the PC desktop. One is named OtoAccess®
Database and the other is named OtoAccess® Database Administration.

This section of the HearSIM™ manual intends only to briefly mention a few functions within
OtoAccess® that may be most interesting to HearSIM™ users. A user manual is available that
describes OtoAccess® functions in detail and the reader is referred to that manual for more
information.

9.1 OtoAccess® Database
HearSIM™ patients and tests can be viewed in summary form within OtoAccess®. This function is

generally only interesting to customers who use the OtoAccess® Database for other products and test
types so that all data from all devices are contained within one database.

HearSIM™ only users are unlikely to view their newborn hearing screening data within OtoAccess®.
The information displayed is limited to the most basic data. More detail is contained within the
HearSIM™ module.

9.2 OtoAccess® Database administration
The OtoAccess® Database Adminstration utility program installed on your PC has functions that may
be interesting to HearSIM™ users. The functions available are:

e Setting up User Accounts and authentication rules

e Setting up automatic database backup rules

e Restoring a previous version of the database

¢ Viewing a security log

e Setting up security log retention rules

Refer to the OtoAccess® Instructions for Use for more information regarding these functions.
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9.2.1 User accounts
When HearSIM™ and OtoAccess® are installed HearSIM™-specific user profiles are available in the
Users Accounts profile selection list.

The HearSIM™-specific account profiles are: Administrator, Supervisor, Editor and Viewer.

A HearSIM™ Administrator can perform all functions in HearSIM. At least one Administrator account
is required.

See the table below for the restrictions imposed for the Supervisor, Editor and Viewer profiles.

Supervisor Editor Viewer
Editing test info No
Deleting tests No No No
Editing patient info for existing patient No
Resolving transfer conflicts of patient info No
Delete patients No No No
Viewing/editing Device settings 2 No No
Viewing/editing Configuration settings No No
Perform manual export No
Viewing/editing Administrator settings No No No

2 Supervisors can access, edit and transfer all device settings with one exception. Only an Administrator
can transfer protocols to the device.
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10 Troubleshooting problems

Symptom Cause Suggestion

e Contact device
manufacturer customer
support to ask about the

“ERIS Repair Tool”

e Incompatibility of device
database with HearSIM™
application

Device detected but
communication is not
possible

¢ Press Home key on device

to move away from a test

screen

Switch device off and on

again

e Reconnect device with the
USB cable

Device attached to PC .
but is not detected by
HearSIM™ o

Device display is showing one of

the test screens

Device might have been in use o
and therefore not detected

e Use only these protocols
for data you want to
transfer into HearSIM

Print out or otherwise save

Some data did not .
transfer into HearSIM™

HearSIM only supports transfer of
data performed with these
protocol names from this device .

. type: data that was acquired
. o DP4s using protocols with a
<> o DP2s different name before
o TE32S transfer to HearSIM as all
o TE®64S data is deleted from the

device after transfer.

Contact your local manufacturer's representative for assistance when an issue is not resolved using

these troubleshooting suggestions.
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11 Ownership, warranty and disclaimer

11.1 Ownership

The HearSIM™ (hereinafter the “SOFTWARE”) is solely owned by OtoAccess #4. By purchasing the
SOFTWARE the buyer is entitled the right of usage, but not ownership of the SOFTWARE. The
SOFTWARE is to be used in accordance to the agreed terms of usage provisioned by OtoAccess®.

11.2 Copyrights

OtoAccess 4% ownership of the SOFTWARE is worldwide and is therefore, protected against any
unauthorized copying of the SOFTWARE. Nonconformity of use of the SOFTWARE is strictly
prohibited.

11.3 Restrictions
You may not:
e Reverse engineer or attempt in any manner to discover the source code of the SOFTWARE
e Attempt to defeat any mechanisms in the SOFTWARE, including those mechanisms
responsible for password protection of data and limiting the number of concurrent users
e Rent, lease, sublicense or in any manner, copy or transfer (except as permitted above) the
SOFTWARE
e Obscure or obliterate any OtoAccess 44 copyright or trademark notices which appear on the
SOFTWARE, the documentation, the screen-display, or otherwise in connection with the
SOFTWARE
e OtoAccess 4% specifically calls your attention to the fact that any violation or infringement of
above restrictions will result in legal action
e The SOFTWARE can be used by any number of users, on any number of computers, and in any
place, provided but not on more than one display screen at the same time

11.4 Limited warranty

OtoAccess %44 warrants that any physical media and physical documentation provided by OtoAccess
4% are free of defects in materials and workmanship. This limited warranty is effective for a period of
ninety (90) days from the original purchase date.

If OtoAccess 44 receives notification within the warranty period of defects in materials or
workmanship and determines that such notifications are correct, OtoAccess 44 will replace defective
media or documentation.

Do not return any product until you have obtained authorization to do so from your supplier. The entire
and exclusive liability and remedy for breach of this limited warranty shall be limited to replacement of
defective media or documentation supplied by OtoAccess 44, and shall not include or extend to any
claim for or right to recover any other damages, including but not limited to, loss of profit, data, or use
of the SOFTWARE, or special, incidental or consequential damages, or other similar claims, even if
OtoAccess %44 has been specifically advised of possibility of such damages. In no event will OtoAccess
A4's liability for any damages to you or any other person ever exceed the lowest list price or the actual
price paid for the license to use the SOFTWARE, regardless of the form of the claim.
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11.5 Disclaimer

OtoAccess %44 covers including but not limited to; all warranties, representations and terms and
conditions, either expressed or implied; under specified terms of use and application of the
SOFTWARE for its specific purpose. All other terms and conditions shall not apply.

Furthermore, OtoAccess 4% does not guarantee that the SOFTWARE or Documentation is free of bugs,
or fulfill the relevant standards, requirement or needs of a user. In this case, all the warranties,
guarantees and terms and conditions on all OtoAccess 44-delivered physical disks and documentation
shall be limited to the 90 days warranty period.

OtoAccess %4 is not liable for any third party’'s product, disks, SOFTWARE or documentation that is
used in conjunction with OtoAccess 46 SOFTWARE or programs but is not directly manufactured or
supplied by OtoAccess #44.

11.6 General terms and conditions
Any change made to this Agreement shall be notified in writing, agreed and signed between both
parties, namely the purchaser of the SOFTWARE and a representative of OtoAccess 44.

In the event that the essential purpose of the above remedy (limited warranty) is not fulfilled, all other
limited liability including the liability limits and exclusions of damage claims shall continue to apply

The SOFTWARE is protected under both Copyright Law and the International Copyright Treaties.
Copying of the SOFTWARE is strictly prohibited except for copies made of the SOFTWARE for backup
purposes to protect data loss.
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