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SHOEBOX Audiometry Standard
User Guide

Think Outside of the Booth!™



INntroduction

Welcome to SHOEBOX Audiometry Standard!

SHOEBOX Audiometry Standard is our basic testing solution, perfect for non-hearing health
professionals to conduct hearing testing in a portable solution.

This user guide will help you learn all the capabilities of SHOEBOX Standard. If you're looking to
get set up quickly, you can download our quickstart guide at
shoebox.md/support/shoebox-standard.

If your iPad was provided by SHOEBOX, you'll find the user guides in your iBooks app.

If you have any questions about SHOEBOX, please contact support@shoebox.md.

SHOEBOX Audiometry Standard User Guide


https://www.shoebox.md/support/shoebox-standard/
mailto:support@shoebox.md

ml

SHOEBOX Ltd.

301-80 Aberdeen St

Ottawa, ON, Canada K1S 5R5
www.shoebox.md
1-877-349-9934

SHOEBOX is a Class Il medical device listed with
FDA (Registration No: 3007307502)
and Health Canada (License No: 93571).

Intended use: for diagnosis of human hearing loss.

Summary: SHOEBOX Audiometry is an iPad-based
Type 3 Audiometer (as defined in ANSI /ASA
$3.6-2018 and IEC 60645-1:2017) intended for
diagnosis of human hearing loss.

C € Only applicable to SHOEBOX
2797 Audiometry Software

c € Applicable to headphone and
Notified Body: external microphone

BSI Group The Netherlands B.V.

Australian Sponsor Name:

AA-L_dc Osx Ksc-~

EC | REP

Address:
MDSS GmbH Level 8, 1 Chandos Street,
Schiffgraben 41 St Leonards NSW 2065
30175 Hannover, Germany Australia

SB-QMS-717 Rev: Y / 2019-09
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A paper copy of this document is available upon request.
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Installing SHOEBOX

If you received your iPad If you provided your own
from SHOEBOX iPad
1. Turn onyour iPad 1. Turn onyour iPad
2. Connect to WiFi from within the iPad 2. Ifthisis a brand new iPad, follow the
settings (ghms: fn sn Rdssimfr> \/hFh) Apple Installation Wizard to set up
3. Tap the SHOEBOX app icon to 3. Launch the App Store by tapping
launch SHOEBOX the App Store icon
4. Search for SHOEBOX Audiometry
Standard

5. Tap the "GET” button to download
and install SHOEBOX

6. Once installed, the app will appear
on your iPad home screen

7. Tap the SHOEBOX app icon to
launch SHOEBOX

r xntq hO~ c rds sn sgd bnggdbs Qdfinm?-

To confirm your Region go to Settings >
General > Language & Region

Done! Now you can set up your SHOEBOX system
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Set up your SHOEBOX System

1. Tap the SHOEBOX app icon to launch SHOEBOX
2. Tap the “Get Started” button to set up your software
3. Login using your SHOEBOX email and password
l1_
4. If prompted, select which license to activate Eﬂ'm
5. If prompted, select which transducer (headphone) to gogﬁgggin eansducerfarcodel
download. Choose the one that matches the barcode 1 Example
on your transducer cord EI:' ’

, . WRX2DNMWMéMP &
6. If prompted, select which external microphone to

download. Choose the one that matches the serial
number on the base of your microphone

7. Setyour passcode. It's optional, but recommended

Enable Microphone Access and Location Access by tapping the “I understand” buttons

Dnmis ymnv xntq RHNEBNW Knfim?-

Hims:the email is the one where you receive your SHOEBOX emails, and the password is the
one you created on the SHOEBOX web portal. If you don't know what these are, contact
support@shoebox.md
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Get Started

After you finish setting up your software, you'll find yourself on the home screen.

[ Settings Projects

20 PM Hon Jan 28 B
£ Settings (&) Default project (unassigned) 56)

Patient Search

( Patient List ]\\
Create a New
Patient \.

e il Automated
Pure Tone Test

Test Activities

© @ cormal JimTimoteo

Create Report

Connection Status]

-

Patient Docu ments]

£

Search for an Existing Patient

You can search for an existing patient in the portal database by either name or employee ID.
Mnsdypatients added to projects can only be searched for when their project is selected.
To search for a patient:

Tap the search bar at the top of the patient list
Enter the person’s name or employee ID
If the person exists in the portal database, they will appear in the list

My -

Click the person’s name to add them to the device

Create a New Patient

1. Create a new patient by tapping the “Create Patient” Q@ icon
2. Enter demographic information
3. Tap the “Save” button to save your patient
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Interpreting Results

SHOEBOX provides various visual and textual aids to help non-hearing health professionals in
interpreting results. For the best understanding of test results, we recommend thoroughly
reading the automated interpretation text, as well as reviewing any flags on your
audiogram/table results.

tmsdgoqds ~shnm Sdws-
Interpretation text includes the following information:

Obtained air thresholds, listed in a Hz: dB HL format-

Whether results indicate masking should be applied-

O« O

Ox¢

Whether ambient noise levels were too high at certain frequencies

O«

Whether we were unable to obtain a valid threshold at certain frequencies

(@

If results are above 25 dB, information indicating which frequencies and a note that
consulting a hearing health professional may be recommended

0 |Iftestingis terminated during the test, which frequencies were not tested

Mnsdythe industry indicator for hearing loss at the standard testing frequencies is any
threshold over 25 dBHL. Frequencies above 8 kHz, known as the Extended High Frequencies
(EHF), do not follow that convention. Hearing thresholds are typically higher at those
frequencies (10, 12.5 and 16 kHz) even for young, healthy listeners. Therefore, SHOEBOX
Audiometry does not automatically indicate hearing loss at the Extended High Frequencies at
the same threshold as the standard testing frequencies.
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tmsdgogdsimT rrrtdr tm Atchnfg™ B Undw-

Yellow bar

If there are any unresolved issues from your test, the audiogram view will display a pale yellow
bar along the frequency line to indicate which frequency the issue occurred at. The

interpretation text will indicate what this yellow bar is referring to. The yellow bar can refer to
frequencies at which:

(@

Ambient noise levels were too high
SHOEBOX was unable to obtain a valid threshold
The application of masking is recommended

O«

O«

tmsdgoqdsim¥ nrrtdr hm S™akd Uhdw~

If there are any unresolved issues from your test, the table view will indicate the issue with a

symbol. The interpretation text will indicate what this symbol is referring to. The symbols
include:

O«

SM3 Ambient noise levels were too high
?1SHOEBOX was unable to obtain a valid threshold

+L1 The application of masking is recommended

O¢ O«

O«

MQ: No response
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Questionnaires

Select a Questionnaire

1. Tap “Settings” in the top left corner of the home screen, then “General” in the settings
navigation

2. Navigate to “Patient Questionnaire” in General Settings

MnsdyYou can only select one questionnaire at a time. To remove “Questionnaire” from
the test activities section of the home screen, select “None” from the “Patient
Questionnaire” dropdown

Administering Questionnaires

To administer a questionnaire, tap “Questionnaire” in the test activities section of the home
screen.

Hearing Conservation 1

)
Multi-Select |

Fikkim® Nts = Ptdrshnmm ~hqd-

To answer a single-answer question, tap the dropdown to answer. The dropdown of the
next question will open as soon as a selection is made in the current one

Ox¢

To answer a multi-answer question, tap the selection boxes

O«

To submit answers, tap the submit button

O«
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Mnsdy You can create a comprehensive patient summary report that includes the patient
audiogram, and Questionnaire results from the home screen by tapping the “Create Summary”
button. See the Summary Report section for more information.- -
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Summary Report

You can create a comprehensive patient summary report from the home screen that includes
the patient audiogram and questionnaire results.

Create a Report

3297 Mandan 28
#% Settings Default project (unassigned)

@ Corral Jim Timeteo

1. Select the patient you would like to create a report for in the patient list

2. Tap the “Create Summary” button below the activity section

3. You'll find yourself on the report page, which includes a preview of the report and a
drawer with report actions, including report confirmation (if enabled in the portal),
emailing, and printing the report

Mnsdyyou must be connected to the internet to generate a summary report
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Report Confirmation

If you have Subject and/or Examiner Confirmation enabled in the SHOEBOX Data Management
web portal, you will see additional confirmation tabs in the report drawer on the right hand
side of the summary report screen. The confirmation message can be customized for both
subject and examiner.

For more information on enabling and customizing Subject and/or Examiner Confirmation,
download the SHOEBOX Data Management user guide at
shoebox.md/support/data-management.

12:49 P Man May 13

< a2 patients Adamaitis, Gwendolyn P - Summary Report | S u bJ ecta nd Exa min er
Adamaitis, Gwendolyn P Summary Report o— : .
J— N . . ' Subject Confirmation l Confirmation Tabs

By clicking | Agree’you confirm that you
have viewed the results and understand
the next steps that are required of you

Report Preview ’ Drawer

Report Action ’

Subject Name

Gwendolyn Adamaitis

Signature

Tap here to sign

'Y

Digital Signature
Entry Field

On this page, the rtaidbsjis prompted to read through the subject confirmation message and
provide their signature using the digital signature entry field.

Subject Signature

Gwendolyn, sign on the line below! Gwendolyn, sign on the line below!

SO e
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After the subject has confirmed, they will then be prompted to hand the iPad back to the
examiner.

12:50 PM Mon May 13

< 488 Patients Adamaitis, Gwendolyn P - Summary Report

Adamaitis, Gwendolyn P

First Name Gwendolyn Fadilty
mmmmmmmmmmmmmm

Department

Let Right

OSHA Standard Trreshold Shif 2k, 3k, 4) - with Age Adjustment Yes G70)  Yes (353)
” Yos Yes

uuuuu - ch range (05, 1,2, 3k Avg) Mid @12 Mid (00)

fo higher pitch sounds (4,6, 8k Avg) Mid @50 Mid (383)

Please hand iPad
to Examiner

Left Ear Resut o

N J

The dw™ Bhmdgys then prompted to enter their first and last name, and provide their own
digital signature.

< 228 patients Adamaitis, Gwendolyn P

Adamaitis, Gwendolyn P

L] L]
|: == l*“ =
= I
J A& J

Once both the subject and examiner have provided their digital signatures, the signatures will
appear at the bottom of the report and a "Confirmation Complete" message will appear, along
with the option to print and/or email the report.
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Emailing and Printing the Report

The report can be emailed and/or printed from the final section in the report tab. In order to
email a report, your email account must be configured in the “Accounts & Passwords” section
of the iPad Settings.

12:53 PM Mon May 13

< 288 Patients Adamaitis, Gwendolyn P - Summary Report
Audiogram History
AHL Frequencies: 2000 Hz, 3000 Hz, 4000 Hz v Confirmation Complete
Dale Tme L8 LefThresholds (B HL RE Right Thresholcs WBHL) A . .
500 K 2 3K 4K 6 SK 50 K X X & 6K 6 Lt Ron Subject and/or examiner have
20190513 1248 20 30 35 4 45 B B 20 30 35 3B 50 40 25 40 4 4 completed confirmation. Print and/or
20190307 1200 15 20 25 35 35 40 45 20 25 30 30 4 45 40 2 I}’ email this report to share it with the
20170819 0204 15 20 15 15 0 20 2 5 20 20 15 2 15 15 17 18 subject, examiner, or anyone else who
0160203 1856 o 5 5 0 0 5 5 =0 o0 5 5 0 0 5 2 3 ;
20050712 @244 + 5 0 0 5 0 5 0 45 5 5 0 0 0 5 2 2 may require a copy.
40503 1825 0 25 3 15 15 3 38 W » 0150 0 s 2 »
Wz03n 2027 s 35 s0 50 3 3 s 0w 2 0 005 WA A
0121112 0000 3 B 25 5 25 N 5 % » B 1003 2 WA
Wm0 03 2 2w % 5 105 2 w15 % 2 10 2w
2010-07-20 1920 0 15 20 25 22 5 30 30 35 15 0 15 25 20 17
20090005 1801 0 2 25 w0 30 25 105 W 0 B WA oz

° Subject Confirmed

° Examiner Confirmed

Audiometer Information

Transducer Audiometer
Model: <TDH-50 (60 Ghm)> Model: SHOEBOXPro
Serial: 2PSVSMXTEAWT Serial; B348SHOEBOXAUDIOMETER020190313Pr05.2

Calibration Date: 20170824

s 2019-05-13 65‘ e 20190515
Examiner Signature Dae Subject Signature Date Email
Zaphod Beeblebrox
Examiner Name (Print)
and/or

AN J

MnsdyWhen emailing a report, you'll be asked to create a password to protect the file. This
password should be shared with whomever you are sending the report to so that they are able
to view it.

The email will be sent from the email configured in your iPad Settings.
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