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1 Introduction

The EROeSCAN® Database Software is a data management tool that
complements the MAICO EROeSCAN Screener and Diagnostic Plus. It
provides the ability to transfer patient OAE test data from the device to a
PC for the purposes of viewing, archiving, managing, and printing OAE
reports. For Newborn Hearing Screening Programs, the database
integrates with 3 party database tools such as HiTrack and OZ eSP.

1.1 Intended Use

The EROeSCAN Database Software is used to view, archive, and report
OAE data acquired from the MAICO EROeSCAN Otoacoustic Emissions
(OAE) unit. Screening and diagnostic data is acquired from the MAICO
EROeSCAN. The ERO®SCAN unit is connected to a PC and the OAE data
is transferred to the Database Software. The Database Software can also
be a vehicle to generate and transfer patient names to the EROeSCAN
unit. The OAE data is used as part of an audiologic diagnostic evaluation
or as part of the infant hearing screening programs for newborns or
infants. The results are of interest to the audiologist, olaryngologist,
nursing staff, and/or nurse managers.

Test results obtained with the ERO®SCAN can only be transferred, viewed,
and saved within the Database Software if the device is connected to a
PC. Previously acquired data may be viewed for evaluation without a
connection to the EROeSCAN.

Data transferred from the ERO®SCAN includes Transient Evoked
Otoacoustic Emissions (TEOAE) or Distortion Product Otoacoustic
Emissions (DPOAE) from each ear, displayed in graphic and tabular
formats. The data will include screening or diagnostic data of both or
either OAEs. Screening data will include results that include Pass, Refer,
Noise, or No Seal. Diagnostic test results include the absolute responses
at each stimulus, the noise floor and/or the Signal to Noise ratio of the
response at each stimulus. The patient demographic and test result data
is saved to a directory for future retrieval and/or converted to electronic
format for transfer to an EMR program.

The Database Software provides reports in electronic formats that are
compatible with electronic medical records including PDF, RTF, JPEG, TIFF,
GIF, PNG, BMP, EMF, and WMF.

Operating Instructions_8104664-2_EROSCAN_Database-SW_14b 1 8104664-2 05/14
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2 Setup

2.1 Precautions for Patient Confidentiality

e Store a backup of the data in a safe manner.

e Create backups of patients’ data regularly.

e To avoid data from being misused if stolen, the data must be
encrypted.

e All users should have a unique login to the PC.

e When using a third party networked software, the communication to
the database should be secure (encrypted) to avoid client information
being captured during network transmission. See the third party user
manual for details.

e When using a third party networked software, all users should have a
unique login to the database to ensure traceability and identification
of data when updated or deleted from the database. See the third
party user manual for details.

2.2 Prerequisites

2.2.1 ERO*SCAN® Database Software PC Minimum Requirements

CPU: 1 GHz

RAM: 512 MB

Hard Disk: 2 GB

USB Port: 1 for each connected instrument

Optionally, an additional USB port will be required if a printer is
connected to the PC

Display Resolution: 1024 x 768

CD-ROM Dirive (if installing from a CD)

Network connection if installing from a network location
Network connection if printing to a network printer
Internet Explorer 6.0 or later

Current service pack is recommended

2.2.2 ERO*SCAN® Database Software Supported Operating Systems

Microsoft Windows® 8

Microsoft Windows® 7

Microsoft Windows® Vista

Microsoft Windows® XP Professional or Home (Service Pack 3)
Microsoft Windows® Server (2003 or newer); Windows Imaging
Component (WIC) must also be installed

2.2.3 ERO*SCAN® Database Software Requirements

e Microsoft .NET Framework version 4.0 (bundled with installer if not
already installed)

o PDF Viewer

e FTDI USB Driver for instrument connection

Operating Instructions_8104664-2_EROSCAN_Database-SW_14b 2 8104664-2 05/14
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3 Installation Instructions

The ERO®SCAN Database Software is provided with the purchase of each
EROeSCAN device. The installation process can be completed by the CD
or a USB thumb drive.
e For installation from the CD:

o Insert CD in to the CD drive.

o Use Windows Explorer to navigate to setup.exe.

o Double click and follow the instructions.
e For installation from the USB thumb drive:

o Insert the USB thumb drive in to an available USB port on the

computer.
o Use Windows Explorer to navigate to setup.exe.
o Double click and follow the instructions.

NOTE: If you already have an older version of application installed, it will
be replaced if it was installed from the same path. If you use a different
drive for CD, uninstall the older application first manually by using
Control Panel.

Always make a copy of the database file and store the copied file in a
safe location during a new install or upgrade.

3.1 Connecting the ERO*SCAN® to the PC

e For connection with USB

1. Make sure the ERO®SCAN is charged.

2. Use a standard USB to micro USB cable.

3. Plug the hexagon connector (micro USB B plug) into the USB port on
the EROeSCAN.
Plug the USB connector (A plug) into a USB port on the computer.
Power on the PC and launch the Database Software.
Power on the ERO®SCAN.
The EROeSCAN will display “Ready” or “Waiting for PC".
The Database Software will automatically detect the EROeSCAN.
The Database Software is now ready for data or name transfer.

O o0 ~Nou b

e For connection with Bluetooth®

NOTE: When pairing to a computer for use with the Database Software,
confirm the computer has Bluetooth availability or a Bluetooth dongle will be
required. Confirm the Bluetooth settings of the computer are as shown in
Figure 1, page 4.

Operating Instructions_8104664-2_EROSCAN_Database-SW_14b 3 8104664-2 05/14
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Options | COM Parts [ Hardware | Share | PIM interface | I

Discovery
Allow Bluetooth devices to find this computer

{. To protect your privacy, select this check box only when
™ youwant a Bluetooth device to find this computer. |

Cennections
[7] Allow Bluetooth devices te connect to this computer Ll
[#] Alert me when a new Bluetooth device wants to connect

Show the Bluetooth icon in the notification area
[C] Turn off the Bluetooth adapter

Change settings for a Bluetooth enabled device. [

ol
Figure 1: Bluetooth Settings

Make sure the ERO®SCAN is charged.

Power on the ERO®SCAN.

On the EROeSCAN, navigate to the New BT Device menu.

Press the <«Discover» arrow to initiate discovery of available

Bluetooth devices.

5. The ERO®SCAN searches for approximately 15 seconds. During this
time the message ‘Please Wait' appears on the ERO®SCAN screen.

6. Identified Bluetooth devices are displayed when the Discovered
screen is shown.

7. Select the correct Bluetooth device by pressing the <Left or Right»
arrow until the PC is displayed on the ERO®SCAN screen.

8. Select the ¥Down arrow to Pair.

9. While the device is pairing to the computer a notification will display
on your computer “Add a device”. Select this notification on your
computer and enter PIN 1234.

10. The first time the ERO®SCAN Database Manager Software is opened,

select ‘Detect Com Port" within the Database software to finalize the

EROeSCAN connection. This is located within the Transfer area of the

toolbar and only required the first time the ERO®SCAN is connected.

PwnN =

NOTE: For Bluetooth pairing instructions using the device (steps 3-8
above), review the FROeSCAN Operating Instruction — Bluetooth Device
Pairing section 17.1.
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Figure 2: Overview of
4.1.1 Main Wind

Menu Bar

Tool Bar

Main Window Graphical Results

ow Details

Home Tab: The majority of functions such as viewing test data, adding
patients, and transferring patient names are accessible in the Home Tab.

Export and Audit Tab: Allows for exporting patient data to 3" party
database tools used for NHS patient tracking and for auditing ear or test
changes made to patient records. Settings for the Database Software are
also displayed in this tab.

Tool Bar: A row of icons in the Home Tab and Export/Audit Tab that
activate key functions when clicked.

Patients and Recent Results

Patients Tab: Displays a cumulative list of all patients that have been
transferred into the Database Software including the most recent.
“Unnamed” is always included in this tab for test data that have been
transferred from the EROeSCAN device that have not been assigned to a
specific patient.

Recent Results Tab: Displays the most recent list of patient and/or test
results that have been transferred from the ERO®SCAN for easy access to
the most current data.

Patient

Results
«—

Numerical
Results

Operating Instructions_8104664-2_EROSCAN_Database-SW_14b
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NOTE: For new databases, the first set of patients and data will display in
the Patients Tab only.

Patient Results

Displays all test records for a selected patient.
Numerical Results

Displays OAE test data of selected test in numerical form.
Graphical Results

Value Graph Tab: Displays in graphical form, the OAE test data of the
selected test from the Patient Test Results list.

SNR Tab: Displays the Signal/Noise Ratio across test frequencies in bar
graph form of the selected test result from the Patient Test Results list.

4.2 Home Tab Functions

4.2.1 Transfer Information to and from ERO¢SCAN®

Figure 3 shows the Toolbar’s Transfer Section.
Home Export and Audit

oG 3 Q9 XA | J@EIP= 5 6
( ®i® b P y (=8 b= .
o G oo 7 comport|comss || LA || ~¥ " L8
Results Names Detect Assign to New Patient EditPatient Delete Physicans New... Open... Save... Print Report Spreadsheet About
Com Port Patients and Testers Header View
Transfer Records Database Print Info

Figure 3: Toolbar Section Transfer

Results: Transfer test results from the EROeSCAN to the Database
Software using USB connector:
1. Turn on the EROeSCAN.

lg 2. Connect the ERO®SCAN to the PC using the micro USB connector.
Results 3. The application will default to the previously used Com Port number

and automatically detect the ERO®SCAN on that port. (See Detect
Com Port below if this is the first time the instrument has been
connected.)

4. EROeSCAN will display “Ready” or “Waiting on PC".

Click Results icon to begin data transfer.

6. The “Recent Results” tab will show the latest uploaded test results.
(The Patient Tab will show all patient data transferred.)

v

Results: Transfer test results from the EROeSCAN to the Database
Software using Bluetooth:

1. Turn on the EROeSCAN.

2. Click Results icon to begin data transfer.

3. Immediately press the AUP arrow on the device to display the
Bluetooth screen for data transfer.

4. Press <CONNECT» (on device) for data transfer.

5. The "Recent Results” tab will show the latest uploaded test results.

(The Patient Tab will show all patient data transferred.)

Operating Instructions_8104664-2_EROSCAN_Database-SW_14b 6 8104664-2 05/14
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Names: Transfer patient names to the ERO®SCAN using USB connector:
1. Turn on the EROeSCAN.
@7 2. Connect the ERO®SCAN to the PC using the micro USB connector.
Names 3. The application will default to the previously used Com Port number
and automatically detect the ERO®SCAN on that port. (See Detect
Com Port below if this is the first time the instrument has been
connected.)
4. EROeSCAN will display “Ready” or “Waiting on PC".
5. Click on the Names icon and a Store Names to Instrument window
will appear (Figure 4).

Store Names to Instrument

LastMame 0  FirstMame 0  PatientID

Please drag Patients here to build a list
of names to add to the instrument; or
click on 'Clear List' to empty the list.

When list is empty, click on 'Clear

Instrument' below to remove all names
from the instrument.

Clear List

Cancel

Figure 4: Store Names to Instrument

6. If necessary, clear the previously transferred list by clicking Clear List.

7. If desired, click Clear Instrument to delete all patient and test records
on the EROeSCAN.

8. Per on screen instructions, drag names from the Patients list to build
the ERO®SCAN list.

9. The order of patient names displayed on the EROeSCAN will be the
same order as on the Database Software. If desired, click on the
column header to sort names prior to storing.

10. Click Store Names to transfer names to the ERO®SCAN as shown

(Figure 5).
Stora Names to Instrument
(1 | First Name (i | Patient ID
E 28275579
Johnson Jane 76262526
Smith Jackson 28762792
Clear List Store Names Cancel

Figure 5: Screen Store Names to Instrument

Operating Instructions_8104664-2_EROSCAN_Database-SW_14b 7 8104664-2 05/14
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Names: Transfer patient names to the ERO®SCAN using Bluetooth:

1. Click on the Names icon and a Store Names to Instrument window will
appear.

2. If necessary, clear the previously transferred list by clicking Clear List.

3. If desired, click Clear Instrument to delete all patient and test records
on the ERO®SCAN. Once Clear Instrument (Figure 4, page 7) is
selected immediately Press the AUP arrow on the device to display the
Bluetooth screen for data transfer. Then press <CONNECT»(on
device) for action to take place.

4. Per on screen instructions, drag names from the Patients list to build

the ERO®SCAN list.

5. The order of patient names displayed on the EROeSCAN will be the
same order as on the Database Software. If desired, click on the
column header to sort names prior to storing (Figure 3).

6. Click Store Names to transfer names to the ERO®SCAN (Figure 5).
Once Store Names is selected immediately Press the AUP arrow on the
device to display the Bluetooth screen for data transfer. Then press
<CONNECT»(on device) for action to take place.

Detect Com Port: Detect the Com Port for the ERO®SCAN connection:
1. Turn on the ERO®SCAN and connect to the PC using the micro USB
connector or Bluetooth connection.

NOTE: Bluetooth connection requires pairing to the computer prior to
Detect Com Port selection. See section 3.7 Connecting the EROeSCAN®
to the PC, page 3. Pairing is only required upon initial data transfer.

2. Click Detect Com Port when the ERO®SCAN instrument is connected
for the first time or when connecting a different ERO®SCAN device.

4.2.2 Manage Patient Records

Figure 6 shows the Toolbar’s Records Section.

| Home Export and Audit
; > | t
& Gy o9

Results Names Detect
Com Port

| Transfer

Tj Com Port COM16 P‘J/\/ @ L«/j x l.g j LJ ﬁ ‘Qﬁ V‘i‘ UEé

Assign to New Patient EditPatient Delete Physicdans | New... Open... Save... Print Report Spreadsheet About
Patients and Testers Header View

Records Database Print Info

Figure 6: Toolbar Section Records

2

Assign to
Patients

Assign to Patients: Assigns unnamed tests to patient names. Transferred

test results will be listed as “Unnamed” if patient names were not

transferred to the device prior to testing.

1. Add all New Patient names to the database (see instructions below).

2. Click on the Assign to Patients icon.

3. Drag the unnamed test results from the list on the left, to the
corresponding patient on the right (see Figure 7, page 9).

Operating Instructions_8104664-2_EROSCAN_Database-SW_14b 8 8104664-2 05/14
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New Patient

NOTE: Multiple tests can be transferred at once by pressing the Ctrl key
when selecting tests.

4. A confirmation window will pop up stating the patient name and
number of tests to be transferred. Click OK if accurate.
5. Click OK when all transfers are complete.

' Assign Tests To Patients Eall=iles

TestDate Test #  Protocol Name | Ear Test Outcome Last Name 0 First Name Date Of Birth Patient ID

L ¥

rmirer I - - s
1027/2013 2:01:17PM 2 DPé4s L PASS Johnson Jane 10/21/2013 76262526
10/27/2013 2:01:39 PM 3 DP4s R PASS Smith Jackson 10/21/2013 28762732
10/27/2013 2:02:02PM 4 DP4s L PASS Sullivan Elise: 10/22/2013 29874637
10/27/2013 2:02:29 PM 5 DPé4s R PASS Torres Frank 10/22{2013 29876456
10/27/2013 2:02:51PM 6 DP4s L PASS

v v
Drag Tests to Patients Cancel oK.

Figure 7: Screen Assign Tests to Patients

New Patient: Add a new patient record to the Database Software.

1. Click on the New Patient icon and the New Patient information
Screen will open (Figure 8).

2. Enter patient demographics, last name or patient ID is required.

3. Enter patient specific history.

4. Click OK to save new patient.

5. For NHS programs, use the Newborn Specific tab to enter
demographics such as mother’s last name, nursery type, etc.

NOTE: HiTrack requires Last Name, Date of Birth and Patient ID for export
of data to occur.

Operating Instructions_8104664-2_EROSCAN_Database-SW_14b 9 8104664-2 05/14
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Patient Info | Mewborn Specific

Last Name First Name

Patient ID Physician e
Date Of Birth i 5ex ¥
History

Save and Add Another Save and Close Cancel

Figure 8: Screen New Patient Information

Edit Patient: Edit a Patient Record:

1.

A 2
Edit Patient 3.
4.

Select a Patient from the Patient list.
Click the Edit Patient icon.

Add to, or correct, patient information.
Click OK to save.

Delete: Delete a Patient or Test from the database:

e

Delete

4.

5.

w

Click on the Patient name in the list or the specific test to be deleted.
Click the Delete icon.

A warning window will pop up with the specific patient name/test to
be deleted.

Click Yes to permanently delete the patient and test results from the
database.

Click No to cancel the delete function.

Physician and Testers: Add Physician and Testers Names (Figure 9). It is
possible to build a list of referring physicians and testers that can be
assigned to the patient record in the New Patient tab.

2 .

Physicians 3.

and Testers

Click on the Physicians and Testers icon.

Click “+" to add a name to the individual list.

Enter the name on the line as it will appear in the database and on
the report.

Click OK to save.

Operating Instructions_8104664-2_EROSCAN_Database-SW_14b 10 8104664-2 05/14
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Physicians and Testers

Physician Info Tester Name i
Julie Goynshor » ilisa Flores
» | Karen Collins Maria Williams
+ - + -
To edit an entry, dick into the line in the list,
To assign a different Tester, drag one or
more Tests to a Tester row, OK

Figure 9: Screen Physicians and Testers

NOTE: To access this function, No Exports must be selected in the
Export/Audit Tab.

NOTE: Once a Physician is entered, selection can be made from the New

Patient screen. The Tester is available in the Patient Results section.

4.2.3 Manage Database Files

Figure 10 shows the Toolbar’s Database Section.

Home Export and Audit

tg @ (('ﬁ@ 7} ComPort|com1s ..?gy @ ij x ‘g j = L:ﬂ “:é) D‘T: "Eé‘

Results Names Detect Assign to New Patient Edit Patient Delete Physicans |New... Open... Save... | Print Report Spreadsheet About
Com Port Patients and Testers Header View
Transfer Records Database Print /| Info

Figure 10: Toolbar Section Database

New: Create a New Database:
‘ 1. Click on the New Database icon.
.J 2. Name and save the New Database file to the desired location on the
New... PC. Then click OK.
3. The program will now exit and a window will pop up. Click OK.

NOTE: The previous database will be archived.

4. The EROeSCAN Database Software will automatically close.
5. Re-open the Database Software to view the new and empty database.

‘/—_]7 Open: Open an Existing Database:
1. Click the Open Folder Icon.

Opent..- 2. Locate and highlight the desired database file and click Open.

Operating Instructions_8104664-2_EROSCAN_Database-SW_14b 11 8104664-2 05/14
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3. The program will now exit and a window will pop up. Then click OK.
4. The EROeSCAN Database Software will automatically close.
5. Re-open the Database Software to view the selected database.

Save: Save a Database:

1. Click on the Save Database icon.

2. Name and Save the current database file to the desired location on

Save... the PC.

A confirmation window will pop up. Click OK.

The ERO®SCAN Database Software will automatically close.

5. Re-open the Database Software to view the newly named database
file.

B

W

NOTE: It is recommended that all databases be named for easy access to
historical patient test results.

NOTE: Upon software installation, the default database name s
MAICOpatient.mdb and is located at C: Users/XXX. It is recommended to
save and name the default database to the desired location on your
computer.

4.2.4 Print Patient Reports

Figure 11 shows the Toolbar’s Print Section.

Home Export and Audit

2 G 5 0 UX A& eEs: e
L ) (») . 4 [ P o
& SV &% 14 comport/coms || *F L«/ﬁ = ~»¥ v LH
Results Names Detect Assign to New Patient EditPatient Delete Physidans = New... Open... Save... | Print Report Spreadsheet | About
Com Port Patients and Testers Header View
Transfer Records Datab Print Info

Figure 11: Toolbar Section Print

Print: Print Patient Reports including demographics, numerical, and
, graphical OAE results.
1§:£) 1. Select the patient record to be printed in the Patients list.
Print 2. To print all test results, click on the Print icon to view the report.
To print selected test results, select the desired tests in the Patient
Test list.

NOTE: Select multiple tests to be printed by pressing the Ctrl key when
selecting tests.

Click Print to view report.

Click Quick Print to print directly to default printer.

Click Print to select a printer or to print multiple copies.

Click Export icon to access electronic printing options such as PDF,
RTF or image file (BMP, JPEG, TIFF, etc.).

No v s
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8. Close Print Preview to return to the main window of the EROeSCAN
Database Software (Figure 12).

ﬁ? Preview

—= B B | H 1 SN @ @ @ |mY w

=@l g8a U@ Q@ F

Open Save Print  Quick = Scale  Size ., ZoomOut Zoom ZoomIn Export Close
Print - - 2 ~ To~

Document Print Page Setup Zoom Export | Close

Figure 12: Toolbar Print Preview

Report Header: Entering Report Header:

1. Click on the Report Header icon and the Test Report Header Options
N Screen will open (Figure 13, page 13).

Report 2. Enter the Clinic/Hospital name and address to appear in the report.

Header: 3 (lick OK to save.

-

Test Report Header Options = | B S

Please enter header text

Better Hearing Clinic
1234 Main Strest i
City, State, Zipcode]

[ ok ][ cancsl

Figure 13: Screen Test Report Header Options

Spreadsheet View: The Spreadsheet View allows patient data to be

B exported to an Excel file where two tabs will be display, Test Results and
LH Statistics. The Test Results tab exhibits all results from the patient record
Spreadsheet

e fields. The Statistics tab exhibits the percent of Pass, Refer and Other test
results by tester:

1. Select the patient record(s) to be placed in the spreadsheet from the
Patients list.

NOTE: Select multiple tests by pressing the Ctrl key when selecting tests.

2. Click on the Spreadsheet View icon (Figure 14).

3. Click on Save As to export the document for excel operations to be
conducted on the data.

4. Click Quick Print to print directly to default printer.

5. Click Print to select a printer or to print multiple copies.

6. Click Print Preview to view report.

7. Click the red X to Exit and to return to the Database Software.
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File Home Insert Page Layout Formulas Data View

— [ E = & (g

= H & = al

Open Save SaveAs Quick Print  Print
Print Preview
Common

Figure 14: Spreadsheet View Toolbar

4.2.5 Database Information
Figure 15 shows the Toolbar’s Info Section.

; 7 Home Export and Audit

@ @ (Qw T} Com Port COM7 :'l% @ ij x & "j ﬁ ﬁ l$ ‘)'T“

Results MNames Detect Assign to New Patient EditPatient Delete Physicians New... Open... Save... Print

@)

Report | About
Com Port Patients and Testers Header
Transfer Il Records | Database Print | Info

Figure 15: Toolbar Section Info.

Clicking on the About icon will show the version of the Database
Software in use (Figure 16). You can also view the name and location of

the database in use.

About ERQ«5CAN Database

ERO#SCAN

Version 1.2.0.29 MAICO

Copyright ©@ 2014
Using database at C:\Users\mis_cjb\Desktop\Database versions\Database

v28.mdb

Log file: C:\Wsers\mis_cjb\AppData'Local{Temp\ERO-SCAN-2014-04-20.log

About Boys Town Norms QK

Figure 16: Screen About ERO®SCAN Database

Selection of About Boys Town Norms button reveals a template with t

he

explanation displayed in the window. Users should refer to the reference

article for additional information (Figure 17.
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For eligible DPOAE results, the program will display the Expanded Boys Town
MNorms template as an overlay on the DP-Gram. The light shaded area at the top
of the normative curve represents the 80th to 95th percentile of DP amplitudes
from the hearing impaired population. DP amplitudes within or above this range
indicate a high probability of normal hearing. The light shaded area at the
bottom of the normative curve represents the 5th to 10th percentile of DP [
amplitudes from hearing individuals. DP amplitudes within or below this range
indicate a high probability of hearing loss. The dark shaded area in between
represents a range of uncertainty where the normal hearing and hearing impaired I
populations overlap.

The values used to create the template are as shown in table A1 from Gorga, M.P,,
MNeely, 5.T., Ohlrich, B, Hoover, B., Redner, ). and Peters, J. (1997). "From
laboratory to clinic: a large scale study of distortion product otoacoustic
emissions in ears with normal hearing and ears with hearing loss." Ear & Hearing,
18, 440-455.

MNote: The template will only show if target L1 and L2 levels are 65 and 55 dB SPL
respectively, and frequency ratio is between 1.20 and 1,22,

See Operating Manual for more information.

Figure 17: About Boys Town Norms

4.3 Export and Audit Toolbar Functions

4.3.1 Settings
Figure 18 shows the Export Toolbar Section for the Settings.

Home Export and Audit
ho Bxports Patient Identifiers Ear Changes
Use HiTrack -y .
Language v Ti
Use OZ eSP est Changes
Settings Export to OZ eSP Export to HiTrack Audit

Figure 18: Export Toolbar Section Settings

No Exports: This is the recommended default selection for Non-Newborn
Hearing Screening facilities.

Patient Identifiers: Patient Identifiers determine the two fields that are
viewed on the EROeSCAN when transferring Names to the device. The
default setting for the first field is the ‘Last Name’, the default for the
second field is the ‘First Name’. The Patient Identifiers are used to select
alternatives for the last name and first name. Alternative identifiers can
be used by selecting a field in the First Identifier and Second Identifier
columns.
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First Identifier Second Identifier

(7) Last Name (@) Last Name

() First Name () First Name

() Patient ID

() Date Of Birth () Date Of Birth
() Mother's Last Name () Mother's Last Name
Cancel 0K

Figure 19: Set Patient Identifiers

NOTE: The selected Patient Identifiers must be completed in the New
Patient record or the names will not be transferred to the device.

NOTE: The EROeSCAN uses two fields to identify the patient. Both fields
are visible during the scrolling function to select a patient. After a patient
is selected on the device, only the first field is displayed for testing. It is
important that the first field is a unique identifier for the examiner to
know the correct patient is selected.

Language: Language allows the user to select the desired language for
the EROeSCAN Database Manager. Once the language is selected, it will
be in use next time the program is started.

Languages available are:

English

- German

Chinese

[talian

NOTE: Depending on the language, it is possible that some words will still
be shown in English.

NOTE: Language selection for the device is separate from the EROeSCAN
Database Manager. For further information on selecting the language
within the device see Section 17.8 Language in the ERO®SCAN Operating
Instructions.
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4.3.2 Export to OZ eSP
Figure 20 shows the Export Toolbar Section for Export to OZ eSP.

Home Export and Audit

o Exiars Patient Identifiers
Use HiTrack
|

|| use OZ esP

~

Language

Settings

(e 2
Y \\//: 4 Ear Changes
L--a o ExportNew Records G
Export All Test Changes
Records
Export to OZ eSP Export to HiTrack Audit

Figure 20: Export Toolbar Section Export to OZ eSP

1.
2.
3.

4.

In Settings, select Use OZ eSP.

Click the appropriate icon to export All Records or New Records.

The export status window will display the number of exported
records and the location of the exported file.

Click OK to complete.

4.3.3 Export to HiTrack

Figure 21 shows the Export Toolbar Section for Export to HiTrack.

Home Export and Audit

No Exports

Patient Identifiers
Use HiTrack

v

Use OZesp -2Nduage

‘ Settings

Figure 21: Export Toolbar Section Export to HiTrack

=] | prer | T o
I o —J | | Ear Changes
| | 1 '} y
£ «/ ExportNew Records L -J-J
Export Al Export PickLists | Test Changes
Records Folder Folder
Export to OZ eSP Export to HiTrack Audit

In Settings, select Use HiTrack.

1.
2.

w

4.3.4 Audit

Click the appropriate icon to export all New Records or All Records.
The export status window will display the number of incomplete
records and/or the number of exported records and the location of
the exported file.

Click OK to complete.

Click Export Folder to select a folder where HiTrack export file will be
exported.

Click Pick List Folder to access the location of a facility’s Pick Lists,
such as screener or physicians names, used for tracking purposes.

Figure 22 shows the Export Toolbar Section for Audit.

Home Export and Audit

)
No Bxports Patient Identifiers

Use HiTrack

Use OZ eSP 29
Settings

v

Ear Changes
Test Changes
Avdt

Export to OZ eSP Export to HiTrack

Figure 22: Export Toolbar Section Audit

1.

2.

Click on Ear Changes to review test records that had Test Ear
changed.

Click on Test Changes to review patient specific test results that have
been re-assigned from one patient name to another
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5 Viewing Patient Data

Figure 23 shows the Screen Overview of the Patient Data.

G & P T QsSCAl

Home Export and Audit

3 ¢ Q D e g = 5= =2 @
[5,5) ( # K B | & S
= & 1} com Port|comis v N P = =
Results Names Detect New Patient Edit Patent Physicans | New... Open... Save.. Print Report Spreadsheet  About
ComPort and Testers Header  View
Transfer Records Database Print Info

Patients RecentResults

Result Equipment
. e List ome Letent D Ear | TestDate Result Protocol Tester Notes | Test# | InstrumentSN | Probe .
Patient : . Result List
. b Rio. (v 2 ¢
LlSt [ s, Left 4/21/2014 11:15:38 AM & PAsS DP 4s. 5 ME1001053 ME2001724
Torres Frank
SNR| Value Graph [Test Date and Time:
4/21/2014 11:14:26 A
=] B e ke e
. | E I Numerical
g, S e g E BE R G
iz, . i Results
FiE] | S
2 % 4—
u
S @
2
LI
30 [W] Bovs Town Horms SHR —®—Emission —¥— Noise Floor
2 3 4 5
Frequency (kHz)
Figure 23: Screen Overview of Patient Data \

Graphical Results

5.1 Viewing Patient Details

Patients: Cumulative lists of all patient names in the database including
most recently transferred results (Figure 24). The selected Patient is
highlighted in blue.

Patients | Recent Results

Column Header —— Last Mame First MName Date Of Birth Patient ID
AvtoFiter —— | (B
Unnamed Patient—— Unnamed
Smith Jackson 21.10.2013 7626256
Selected Patient ——p Cervantes Louisa 10.10.2013 28762792
Torres Frank 12,06,2012 29875579

Figure 24: Screen Patient List

Sorting Column Header Information: Click on the column header to sort
the information below it. Example: Clicking on the Last Name will sort
the last names alphabetically from A to Z and an arrow is displayed next
to the header name. Clicking on the Last Name again will sort the last
names from Z to A. To disable Sorting command, select Ctrl and right
mouse click the column header.

Auto Filter: This tool assists in quickly finding a patient or tests when the
patient database is large. Type the text for the variable you are searching
for in the open field. All applicable patient records will be displayed. In
the example below (Figure 25), all patients named Jones were identified
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by typing Jones in the Auto Filter field. To close Auto Filter and view the
entire database, click on the X at the bottom of the patient window.

Patients Recent Results

Last Name First Mame Date Of Birth Patient ID
Recent Results

Jones Sally

Jones James

X to Close Auto Filter
B [v] starts with{[Last Name], ‘jones’)

Figure 25: Functionalities of Screen Patient List

“Unnamed” Patient: Appears in the patient list when data has been
transferred from the ERO®SCAN but not assigned to a patient name.

Selected Patient: The selected or active patient is always highlighted in
blue. Click on the row of the patient you want to select.

Recent Results Tab: List of all patients and/or tests that were most
recently transferred from the EROeSCAN to the Database Software for
easy access. This includes all functions as stated above for Patient List.

NOTE: For new databases, the first set of data transferred will appear in
the Patients list only.
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5.2 Viewing Patient Results

Result: Cumulative list of test results obtained on selected patient.

Equipment: Includes the serial numbers of the ERO®SCAN unit and the
Probe that were used to collect the results.

Result Equipment
Column Header_> Test# | Ear Test Date Outcome Protocol Tester Motes | Instrument SM Frobe
Auto Filter ——p X
selected Test, | |+ MR - B e S I N I 0 = S =T
2 Lt 10/27/2013 1:31:43FM \j PASS DP 4s ME1000001 ME2001001

Figure 26: Screen Result List

Sorting Column Header Information: Click on the column header to sort
the information below. Example: Clicking on Test Date will sort the dates
from most recent to oldest date and an arrow is displayed next to the
header name. Clicking on the Test Date again will sort the dates from
oldest to newest. To disable Sorting command, select Ctrl and right
mouse click the column header.

Auto Filter: This tool assists in quickly finding specific test results such as
all Outcomes. Close the Auto Filter and view the entire database by
clicking on the X at the bottom of the patient window.

Selected Test: The selected or active patient is highlighted in blue.

Equipment: The serial number of the probe and the ERO®SCAN unit is
displayed with each test result.

Results: A display of the test results of selected tests in a graphical and
Numerical form (Figure 27).

SNR. | Value Graph Test Date and Time:

Signal to Noise Ratio 4,/3/2014 11:51:47 AM

0 Fz L1 L2 DF NF  SAR

. 2.0 &5 55 0 -17 17 P

| 3.0 & 55 -& -20 14 F

4.0 &€ 55 10 -20 30 F

20 - 5.0 & 55 12 -20 32 P
&8s
5
0

2 3 4 5

Frequency (kHz)

Figure 27: Graphical and Numerical
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Value Graph: Displays the graph of OAE test data showing amplitude in
dB SPL of the emission and noise floor across the test frequency range.
Ear data is color and symbol coded: red circles for right, blue X's for left
(Figure 28).

SIR| Value Graph

Value Graph ——» .,

dBSPL

DPOAE Test Report

Frequency (kHz)

Figure 28: Screen Value Graph

Value Graph Details: Hover the mouse over an individual data point to
view details at that frequency as shown above. The enlarged symbols (e.g.
enlarged blue X and diamond symbols) designate the selected response.

Boys Town Norms: Boys Town Norms allow the normative data to be
displayed for qualifying DPOAE measurements. This displays when the
Value Graph is used as shown in Figure 28. The user may optionally show
the Boys Town Norms on the Value Graph. To remove from the Value
Graph, click the black box next to Boys Town Norms (Figure 28). The
Boys Town Norms template is explained in a pop up window (Figure 16,
page 15). Users should refer to the reference article for additional
information.

SNR: The SNR Tab displays the signal to noise ratio at each test frequency
in bar graph form (Figure 29). For the default screening bar graphs, green
bars represents pass, orange bars represent non-pass. Diagnostic bar
graphs are displayed in grey unless a PASS criteria is set in the protocol.

SNR Graph —» SR | value Graph

Signal to Noise Ratio

| SMR: 13 dB

dB
]

] I
0
H 3
Frequency (kHz)

Figure 29: Screen SNR Graph

SNR Details: Hover the mouse over an individual data point to view the
specific SNR at that test frequency as shown below.
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Specific Numerical Test Results: The numerical view of a specific test
provides complete test information including F2 frequencies, L1 and L2,
DP or TE, NF, SNR, and outcome (Figure 30). A 'P" will be displayed at
each frequency only when a PASS criteria has been set in the device and
that frequency passed. If the frequency does not pass, nothing will be

displayed.

Test Date and Time:

10/27/2013 1:31:43 PM

Fz L1

o b r
(=R =]
]

]

Figure 30:

Lz

55
55
EE
55

Screen Specific Numerical Test Results

DP
-3
-1z

-11

NF

-20
-20
-20
-20

SR,

mTUwToo
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6 Customizing the Display

Upon installation, columns and data windows are sized to best fit your
computer screen. Columns of data can be added, deleted, or moved in
the Patient and Results windows to customize your software.

6.1 Customization of the Patients Tab

Column Chooser —»

Sort Columns: Right click in column header such as Last Name (see Figure
24, page 18) to sort the information below. Example: Clicking on the Last
Name will sort the last names alphabetically from A to Z and an arrow is
displayed next to the header name. Clicking on the Last Name again will
sort the last names from Z to A. To disable the Sorting command, select
Ctrl and right mouse click the column header.

Move Columns: To move columns, click and drag column header to the
desired location.

Add Columns: To add columns in Patients tab left click on the header bar
and a pop up will display. Select Column Chooser (Figure 31) to obtain
the Customization window (Figure 32). Drag the column of data you
want to add to the desired location in the Patients Tab.

El Sort Ascending

EJ, Sort Descending

Remove This Column

Column Chooser

10

Best Fit
Best Fit (all columns)

Figure 31: Screen Column Chooser

Customuzation |
Alternate Patient ID
Birth Fadility
Birth Weight
Mother's First Mame
Mother's Last Mame
Mother's Maiden Name
'Not Tested' Date
'Not Tested' Reason
Mursery Type
Physician
Screening Status
Sex
Stage
Test Fadility

Figure 32: Screen Customization

Remove Columns: To remove columns, click on the column title in
Patients tab and drag back to the customization window.
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NOTE: Adding multiple columns of data will alter the Main Window view.
Click on the X to close the Customization window.

6.2 Customization of the Results Tab

Column/Band Chooser—p

Sort Columns: Right click in column header to sort the information below.
Example: Clicking on Test Date will sort the dates from most recent to

oldest date. Clicking on the Test Date again will sort the dates from
oldest to newest.

Move Columns: To move columns, click and drag column header to the
desired location.

Add Columns: Click on Column/Band Chooser (Figure 33) to obtain the
Customization window (Figure 34). Drag the column of data you want to
add to the desired location in the Patients Tab.

%l Sort Ascending
El Sort Descending

Remove This Column

Column/Band Chooser

10

Best Fit
Best Fit (all columns)

Figure 33: Screen Column/Band Choose

Columns | Bands
Awg Time

Test Type
Version

Figure 34: Screen Column Customization

Remove Columns: To remove columns, click on the column title in

Patients tab and drag back to the Columns tab in the customization
window.

Remove Bands: To remove an entire band (section) of fields, such as the
Equipment band, click on the band title in the Patients tab and drag back
to the Bands tab in the customization window (Figure 35).
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Columns Bands

Drag and drop bands here to
customize layout

Equipment

Figure 35: Screen Bands Customization

NOTE: Adding multiple columns of data will alter the Main Window view
Click on the X to close Customization window.
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7 Typical Use Cases

7.1 Transfer Patient Names to ERO*SCAN®, Transfer Data to

Database Software

Typical use of the EROeSCAN Database Software could include
transferring patient names to the EROeSCAN at the start of the day,
testing patients, transferring data to the Database Software, or printing
test results. The steps are as follows:

Launch the MAICO Database Software.

Click on the New Patient icon to add all patient names to be tested.
Turn on the ERO®SCAN and connect the device to the computer.
Click on the transfer Names icon.

Drag the patient names to be tested from the patient list to the Store
Names to Instrument window.

6. Click Store Names to transfer to device.

bk wN =

NOTE: Previous test data will be deleted from the device prior to transfer.

NOTE: When using a Bluetooth connection to the PC, navigate to the
Bluetooth transfer screen on the ERO®SCAN device. Press AUP from the
main menu screen. Select <CONNECT» for the transfer to complete.

7. Complete all testing with the ERO®SCAN.

8. Turn on the EROeSCAN and connect to the computer.

9. Click on the Results icon to transfer the test data from the
EROeSCAN to the computer.

10. Add notes to a specific test by clicking on the Notes icon in Results
and enter.

NOTE: Notes will appear in the printed report.

11. To print, select the patient name and review test data.
12. Select the tests in the list to be printed and click on the Print icon.
13. Click Quick Print to print one copy of the report.

7.2 Collect Test Results, Transfer Results to Database

Software, Assign Results to Patient

The EROeSCAN can be set to automatically number each test. After
transferring the data to the Database Software, each test number can be
assigned to a patient name. In this scenario, it is important to manually
record the Test Number displayed on the EROeSCAN to the patient
name/ear for each test so you can accurately assign tests to the
appropriate patient name.
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NOTE: The EROeSCAN must be set to the “250 Test” mode to
automatically number each test. Refer to the ERO®SCAN Operation
Instruction to set the ERO®SCAN to the 250 Test mode.

NOTE: Include the Test Number in the Results window when using this
process. Refer to section Customization of the Results Tab of this manual
to add the Test Number.

The steps are as follows:

1. Test patients noting test numbers that appear on the EROeSCAN
after each test.

2. Launch the EROeSCAN Database Software, turn on the EROeSCAN
and connect.

3. Click on the Transfer icon.

NOTE: When using a Bluetooth connection to the PC, navigate to the
Bluetooth transfer screen on the ERO®SCAN device. Press AUP from the
main menu screen. Select <CONNECT» for the transfer to complete.

4. Navigate to the Recent Results tab and click on the “Unnamed”
patient to view all transferred tests.

5. Add all names of patients tested by clicking on the New Patient icon.

6. Click on the Assign to Patients icon.

7. Drag all unnamed test results on the left side to the appropriate
patient name on the right side of the window as shown and click OK
when done.

8. Select a patient from the Patient list and review all tests. Add notes to
a specific test by clicking on the Notes icon in Results and then enter.

NOTE: Notes will appear in the printed report.

9. Select the tests in the list to be printed and click on the Print icon.
10. Click Quick Print to print one copy of the report.

7.3 Archive and Back-up Patient Results
It is strongly advised that the data in the ERO®SCAN Database Software
be periodically archived and backed up. Refer to the Precautions section
of this user manual regarding patient data security when archiving or
backing up data.

Operating Instructions_8104664-2_EROSCAN_Database-SW_14b 27 8104664-2 05/14



m. : Operating Instructions
waco  ERO®SCAN® Database Software

8 Ownership, Warranty, and Disclaimer

8.1 Ownership

The EROeSCAN Database Software (hereinafter the “SOFTWARE") is
solely owned by MAICO Diagnostic GmbH, Salzufer 13/14, D-10587
Berlin, Germany. By purchasing the SOFTWARE the buyer is entitled the
right of usage, but not the ownership of the SOFTWARE. The SOFTWARE
is to be used in accordance to the agreed terms of usage provisioned by
MAICO.

8.2 Copyrights
MAICQO’s ownership of the SOFTWARE covers worldwide and is therefore,
protected against any unauthorized copying of the SOFTWARE.
Nonconformity of use of the SOFTWARE is strictly prohibited.

8.3 Limited Warranty

MAICO warrants you that any physical media and physical documentation
provided by MAICO 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 MAICO receives notification within the warranty period of defects in
materials or workmanship and determines that such notification is correct,
MAICO 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
MAICO, 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 MAICO has been specifically
advised of possibility of such damages. In no event will MAICO'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.

8.4 Disclaimer
MAICO COVERS: INCLUDING BUT NOT LIMITED TO: ALL WARRANTIES,
REPRESENTATIONS AND TERMS AND CONDITIONS, EITHER EXPRESSED
OR IMPLIED; UNDER THE SPECIFIED TERMS OF USE AND APPLICATION OF
THE SOFTWARE FOR IST SPECIFIC PURPOSE. ALL OTHER TERMS AND
CONDITIONS SHALL NOT APPLY.
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Furthermore, MAICO 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 MAICO delivered physical disk and
documentation shall be limited to the 90 days warranty period.

MAICO is not liable for any third party’s product, disks, software or
documentation that is used in conjunction with MAICO’s SOFTWARE or
programs, but is not directly manufactured or supplied by MAICO.

8.5 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 MAICO. 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.

This Software License Agreement shall be interpreted and construed
according to, and governed by, the laws of Jurisdiction of Republic of
Germany.

In the event that any legal or commercial dispute or controversy arising
out of, or relating to this agreement; provided MAICO is in all case
violated of the rights, to the SOFTWARE or other intellectual property
protection right related to the SOFTWARE; shall be presented under the
Jurisdiction of Germany in the court of Berlin.

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.

The SOFTWARE can be used by any number of users, on any number of
computers, and in any place, provided that they are not on more than
one display screen at the same time.
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Specifications are subject to change without notice.

MAICO

MAICO Diagnostic GmbH
Salzufer 13/14

D-10587 Berlin

Telephone +49 30 70 71 46 - 50
Telefax: +49 30 70 71 46 — 99

E-mail; sales@maico.biz
Internet: www.maico.biz
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