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INntroduction

Welcome to SHOEBOX® PureTest!

SHOEBOX PureTest is an easy-to-use, automated, ANSI-compliant Type 4 tablet audiometer. It
is optimized for hearing health & non-hearing health professionals alike to test outside of a
sound booth or mobile clinic.

This user guide will help you learn all the capabilities of SHOEBOX PureTest. If you're looking to
get set up quickly, you can view all topics at a glance using our online knowledge base at
help.shoebox.md.

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

Prerequisites

Before you start using SHOEBOX PureTest, please check the following requirements:

e (Google Chrome with automatic updates (activated by default). SHOEBOX PureTest is
only supported by Google Chrome.

e Microsoft Windows 7 or later or any other operating system supported by Google
Chrome including MacOS 10.13 or later.

e To ensure optimal working conditions, Standard PureTest Kit Inclusions are listed in
Appendix A of this document.

Important Safety Instructions
A Before you start using SHOEBOX, please read the following safety information:

e There are no known contraindications for the use of the SHOEBOX PureTest medical
device software.

e No alarms are used in the system. Error and warning messages are used in the system
to inform of an abnormal device state (e.g., no internet connectivity with the server,
when attempting to exit the test procedure before save).

e |f the test subject experiences any discomfort, the user should stop testing immediately.
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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® PureTest is an iPad-based
Type 4 Audiometer (as defined in ANSI/ASAS3.6-
2018 and IEC 60645-1:2017) intended for
diagnosis of human hearing loss.

C€

Applicable to headphone and
external microphone

A serious incident is one that results or could result in death, life threatening illness or injury.
Please report any serious incident occurring in relation to the use of the SHOEBOX PureTest
directly to SHOEBOX Ltd. and your local health authority.

IFU-13 14.0 2024/10

Legend:

Catalog Number

d Manufacturer
[l pureTest IFU

A The WARNING label identifies conditions or practices that may present danger to the patient
and/or user.

A paper copy of this document is available upon request.
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Installing PureTest

If you received your iPad If you provided your own
from SHOEBOX iPad
1. Turn on your iPad 1. Turn onyour iPad
2. Connect to WiFi from within the 2. Ifthisis a brand new iPad, follow the
iPad settings (hint: go to Settings> Apple Installation Wizard to set up
WiFi) 3. Launch the App Store by tapping
3. Tapthe PureTest app icon to the App Store icon
launch PureTest 4. Search for SHOEBOX PureTest

. 5. Tap the “GET" button to download
\ and install PureTest

6. Once installed, the app will appear
m on your iPad home screen
. 7. Tap the PureTest app icon to
launch PureTest

Is your iPad set to the correct Region?

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

Done! Now you can proceed with your first PureTest log in.
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Initial Setup: First PureTest Log In

1. Tap the PureTest app icon to launch PureTest.
2. Tap the “Get Started” button to set up your software.

3. Log in using your SHOEBOX email and password, or
s s for orgazaans W
Single Sign-On credentials for organizations with SSO E'lﬂ'
enabled. ﬁ e el o

Do Not Scan| Transducer Barcode
. E |
4. If prompted, select which transducer (headphone) to |.|=| xampre
download. Choose the one that matches the barcode  \wrx2oNMWMEMP

on your transducer cord.

e Note: If you are using an iPad that does not have a 3.5mm headphone jack, you
must use an Apple USB-C to 3.5mm Headphone Jack Adapter to connect the
headphones. Currently, PureTest only supports Apple's adapter.

e Important: Do not remove the label on the headphones’ cord! You may need
your headphones’ serial number again later.

5. If prompted, select which external microphone to download. Choose the one that
matches the serial number on the base of your microphone.

6. Setyour passcode.
7. Enable Microphone Access and Location Access by tapping the “l understand” buttons.

e Note: The microphone is used by PureTest to monitor background noise during
testing, and location monitoring is used to help organize your data. To run
PureTest optimally, please enable both.

Don’t know your SHOEBOX Login?

Hint: 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.

If you have forgotten your password, click the “Forgot Password” link on the login screen and
enter the email associated with your SHOEBOX account. You will receive an email with
directions on how to reset your password. Remember that this will also change your
password for the SHOEBOX web portal!
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Syncing Data

SHOEBOX PureTest automatically syncs test results to your Data Management Portal
when connected to Wi-Fi. However, if you log out with un-synced data or conduct tests
offline, you will need to reconnect to the internet to allow the app to sync the data
automatically.

The images below show a comparison of PureTest with all data synced and with un-synced
data. The red indicator refers to the number of items still waiting to be synced. This includes
test prep activities and the steps completed during a test workflow.

= 100% 9:24AM. Mon Jun 21 = 100% mm

J®) Jumana Ramadan . Jumana Ramadan

& Cloud sync Unable to sync to the cloud, Please make sure you're
Nothing to sync connected to the internet.

Last synced: 2021-06-18 3:52pm

& Cloud Sync

Items to sync when online: 7
Last synced: 2021-06-18 3:52pm

Find someone to test

ST

— - . ——
[7] Test Prep {A) Home {5% Settings [“] Test Prep 1) Home 0% Settings

For more information on offline testing, see Using PureTest Offline.

Logging Out with Un-Synced Data

To allow for greater flexibility and efficiency in managing multiple users, you can log out of
PureTest at any time, even if there is un-synced data, and allow another user to log in and
continue testing.

A warning will appear to alert you if another user has any un-synced data. Any un-synced data
will remain on the device until you log back in and continue the syncing process. This ensures
that your data is securely stored and ready for synchronization, maintaining the integrity and
completeness of the data.
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Cancel > A (’\jL Jasmine L:

SHOEB®X

PURETEST

Some users have unsynced items. Deleting the app would cause
these items to be lost. They will need to log in later to complete syncing

Find someone to test

Switch account

Do you want to continue logging out? Deleting the app would couse s to be lost. They will

need to log i
Continue

Having trouble? Contact us at support@shoebox.md

View Sync Status page

Sync Status

Unable to sync items becouse PureTest is Offfine. Floase make sure you're
conmected to the intermet and try agein

Some users have unsynced items. Deleting U

PDF Test results

Questionnaire results

Users with unsynced items

Maria Mercedes Suarez
Cher Lee

Tom H

If you attempt to log out with un-synced items, you will receive a warning message letting you
know that your data will never be uploaded unless you log in again when you have regained
internet access.

If you do choose to log out with un-synced data, you will need to regain internet access and log
in again for that data to be synced.

Note: You cannot switch users or log in when offline. You must be connected to Wi-Fi.

Important: If, for any reason, the app needs to be uninstalled or deleted, each individual user
must log in to sync their data to prevent data loss. Deleting or uninstalling the app will result in
the loss of any un-synced data.
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What happens if a user with un-synced data was disabled while they were logged
out of the app?

In this situation, admin users will need to follow the steps listed below:

Log in to the SHOEBOX Data Management Portal.

In the side menu, hover over the Settings tab.

Under the Administration heading, click Users.

Find and click the name of the user that was disabled.

In the top-right corner of the user profile, click the Enable button.

Click the Reset Password button and proceed with resetting the user's password.

No AN

Once the user has been enabled and their password has been reset, their credentials
must be used to log in to the app using the same iPad they logged out from. Once they
have logged in with a stable internet connection, their un-synced data will be synced,
resolving the issue.

8. The user can then be disabled again in the SHOEBOX Data Management Portal by an
admin.
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Getting Started with PureTest

The Home Screen

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

Internet, Cloud Sync, Account Panel
and Offline Testing e

(User Profile, Log Out, Switch User,
Status Indicators

Select Default App Language, Help
Center Link, Report a Problem)

Test SubjeC‘[ Find someone to test Add Someone

Search . (0 ccrommeae _JRS New

Access Test Prep Access Settings
Screen () Home £} settings Screen

Access Settings Screen: Tapping here will take you to the app’s Settings screen, where you can
view, configure, and update your hardware, view and download your offline project data, and
access other app info such as your app version and terms of service.

Access Test Prep Screen: Tapping here will take you to the Test Prep screen. This is where you
will go to perform the regular pre-test room scans and headphone checks required before
beginning your testing session.

Add Someone New: Tapping on the 9 button will open the “add someone new” panel, where
you can add a new subject by entering their demographic information.

Internet, Cloud Sync, Offline Testing Status Indicators: Informs you about your current
internet connection status, your last portal sync, and if there are offline projects available.

Testing Offline

Nothing to sync Last downloaded: 2020-10-16 11:47am

& Cloud Sync

e

%> Internet Connection

You are online Last synced: — View Offline Projects

Test Subject Search: With PureTest, long & cumbersome test subject lists are a thing of the
past. Now, you can easily find the individual you're looking for by typing their name or
employee ID into the search bar.

SHOEBOX PureTest User Guide
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o A AK) Andrew

Find someone to test

Q. jeff

Example, Jeff Date of Birth: 1962-08-08
Last tested: 2020-11-18 Emp. ID: 5335

Searching for a subject will allow you to view their last tested date (which is updated after every
workflow completion, online or offline), and tapping on the subject will show you which project
they are in, plus their full demographic information, which you can edit by tapping the Edit
button.

Note: Audiogram history can only be viewed on the Patient's page of your web portal.

Close
Example, Jeff
Project(s): - Last tested: 2020-11-18

Personal First Name: Jeff
Middle Name: -
Last Name: Example
Date of Birth: 1962-08-08
Gender: Male

Location Company: Example Company
School: -

Facility: Example Facility

Account Panel: Tapping here will show the name and email address of the user currently
logged into the app, and this is also where you will go to log out and switch users, or select the
default language for the app. Additionally, it contains a link to the SHOEBOX Help Center
website if you require assistance, and the Report a Problem feature for easy troubleshooting.

Account Done
@ Andrew Kramer
@ Language English >
Help (F'
Report a problem >
Logout
S >

SHOEBOX PureTest User Guide
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Using PureTest Offline

PureTest allows users to conduct tests, generate results reports, and perform shift analyses
while offline. Offline testing is enabled by default on newly created projects.

To enable offline testing for pre-existing projects, you need to use your SHOEBOX web portal
to select which of your projects you would like to make available for offline use. While using
PureTest offline, you can only perform test functions on subjects that have been placed into
offline-enabled projects.

Note: Only admin users can create projects and control which projects can be made available
for offline testing.

Admin users can enable offline testing by proceeding with the following steps:

Log in to your SHOEBOX Data Management web portal.
Click on the “Projects” tab.
Click on the name of the project you want to make available offline.

N
Clickonthe # icon.
Enable the “Make patients available for PureTest offline testing” toggle switch.
Click "Save”.

o U A WS

In DASHBOARD Projects

— , ‘project name Active’

2% PARTICIPANTS > / . N

Project Details (_Cancel ) ((save )

E REPORTS —
Name *

& DATA ADMIN "project name Active"

Y FILTERS Description

P PROJECTS

SETTINGS
B ’ Start Date End Date

2020-08-24 [~] 2020-09-30 (<]

Make patients available for PureTest offline testing (7) L)

Status

Open

Important: If you are planning on testing offline, ensure that you have synced your offline
projects by going to Settings > Testing Offline and tapping on €2 il your iPad is online
(strong connection recommended, weak connections will cause the app to switch from online
to offline mode sporadically).

SHOEBOX PureTest User Guide

14


https://portal.shoeboxdm.com/shoebox/portal/login

Establishing your Testing Workflow

Before getting started with your testing, you will need to access your SHOEBOX web portal in
order to configure your testing workflow.

Note: Initial, default options are pre-set by SHOEBOX based on your organization's industry.
Additionally, changing these settings will apply changes to all devices in your organization.
To access your Testing Workflow:

1. Loginto your SHOEBOX Data Management web portal.
2. Hover over the “Settings” tab in the sidebar.
3. Click on “Testing Workflow".

In DASHBOARD Settings | PureTest

2 PATIENTS 5 TeStiﬂg \Xorkflows

&% PARTICIPANTS >

E REPORTS When using versions of PureTest older than 2.3, you will only have access to the default workflow. To determine which version you have installed, navigate to your PureTest settings

and look under About — Version.

5 FILE MANAGER >

Name Description Test Type State +New
Y FILTERS )

A sample manual flow A workflow which includes a Manual & Enabled
manual hearing test

P% PROJECTS

£ seTTINGS N Default Workflow for Orgl Default Workflow Description for Automated & Enabled
ISEN Orgl
Screening workflow a simple screener with no Automated @ Enabled

questionnaire

(15 per page v \]
X -

On this page you can see a list of all Testing Workflows configured for your organization. From
here you can manage all your Workflows by editing, deleting, duplicating, and/or
enabling/disabling them. To edit an existing Workflow, simply click on its name.

SHOEBOX PureTest User Guide
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In DASHBOARD Settings | PureTest | Testing Workflows

EDIT
R . Default Workflow for Orgl o«
4F PARTICIPANTS > Set the activities you would like your patients and employees to complete in PureTest.

B REPORTS

5§ FILE MANAGER > Description Default Workflow Description for Org1

Y FILTERS

Start of workflow
Pz PROJECTS

£ SETTINGS > Questionnaire

Questionnaire type Hearing Conservation 3

Automated Hearing Test

Frequencies (Hz) 500, 1k, 2k, 3k, 4k, 6k, 8k
Retest first frequency @ on
Test theme Classic

The settings on this page configure the activities that subjects will experience during their

testing session.

The settings are displayed in order from start to finish, indicated by the “start of workflow” and
“end of workflow” markers at the top and bottom of the page.

By default, the full PureTest workflow is: Questionnaire > Pure Tone Test > Results.

However, both the Questionnaire and Results can be disabled if they aren't a good fit for your
organization's current testing workflow.

Questionnaire

This section allows you to either select a pre-test questionnaire that you would like your
subjects to complete, or disable the questionnaire and start the testing workflow with the
automated hearing test.

In DASHBOARD Settings | PureTest

& PATIENTS > Testing \X/orkﬂow :CANCEL

Set the activities you would like your patients and employees to complete in PureTest
&% PARTICIPANTS >

Start of workflow
B REPORTS

& DATA ADMIN Questionnaire €&

¥ FILTERS

Pz PROJECTS Questionnaire type Hearing Conservation 3 v

£ SETTINGS
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To disable the questionnaire: simply leave the toggle switch off.

To enable a questionnaire: Turn the toggle switch on and select a questionnaire from the
drop-down menu.

Hearing test options

Here you can select between the standard automated hearing test and the advanced manual
testing option. Each of these test types will have different configuration options.

Note: The manual test should only be administered by certified test examiners or audiologists.

Automated Hearing Test

Frequencies (Hz): Select the frequencies you would like to use for the test. The default
recommended settings are already configured for you.

Frequencies (Hz) 250 2k 10k
500 3k 12.5k
750 4k 16k
1k 6k
1.5k 8k

Note: Frequencies are presented from the lowest (250 Hz) to the highest (16k Hz).

First Frequency Retest: This feature will retest the first frequency of the hearing test (1k by
default). This allows the test subject to get familiar with how the test works, and how to
appropriately respond, allowing any mistakes they make on the first frequency to be retested
for accuracy. This will reduce the number of incomplete tests and the need to retest any test
subjects with erroneous results. The frequency that was retested will be included in the
Audiogram Export CSV.

Retest first frequency Enabled

This feature is enabled by default, but can be disabled by clicking the toggle switch (pictured
above). However, it is recommended to leave this feature enabled. Additionally, the first
frequency retest is a requirement for OSHA compliance. If your organization is performing
OSHA testing, this feature must remain enabled.

Test theme: Select how the test will be displayed to the subject.

SHOEBOX PureTest User Guide
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Test theme © Classic Arc

Suitable for testing most Suitable alternative layout for
patients accessibility needs
Puppies Assisted
=_
[ q' )
i)
e 3 &
Recommended for testing Examiner driven test. Not
young children suitable for patient-facing

testing.

Instructions: Allows you to enable or disable the pre-test instructions for test subjects. If
enabled, the workflow will provide brief instructions for the test subject on how to complete
the automated test. If disabled, these instructions will not appear in the workflow.

Volume: Allows you to set the minimum and maximum volume of the tones presented in the
automated test. The default recommended settings of 0 db HL minimum and 90 db HL
maximum are already configured for you (for occupational hearing testing).

Noise alert mode: Controls if and when you're notified if noise levels are high enough to
potentially interfere with test results.

A. "Notify Immediately” will interrupt the test to notify you, and will include ambient noise
notation on your audiogram. (Note: notify immediately is the default setting)

B. “Delay Notification” will notify you at the end of the test. Select this option if you want
to see ambient noise notation on your audiogram, but do not want the test being
interrupted

C. "Don’t Notify” will not notify you at all, and will not print the noise alerts in the
interpretation section of the test results

Main tone type: Allows you to choose what type of tone is presented to subjects as the main
test tone. You can choose between a pure tone (default), warble tone, or pulsed tone.

Auto-retest tone: Allows you to choose what type of tone is presented to subjects as the re-
test tone. Auto re-test tones are presented if the test detects that a subject needs to be re-

SHOEBOX PureTest User Guide
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tested at a certain frequency. You can choose between a pure tone, warble tone, or pulsed
tone (default).

Instructions D Enabled
LCIUES 0dB HL Minimum
90dB HL Maximum

Noise alert mode Notify Immediately

Main tone type Pure tone

Auto-retest tone Pulsed tone

Manual Hearing Test

Note: A manual test is only available if it has been configured in the portal.

Hearing Test Settings

Q Automated Hearing Test O Manual Hearing Test O
() \

Patient-driven hearing test, requiring minimal interversion ogist/examiner-driven hearing test, requiring

from the examiner atient results.

We recommend that this type of test be performed by a trained test examiner.

Frequencies Selection
Select the frequencies you want available for testing, and select the ones you want to recommend your examiners to test.

Frequencies (Hz) Available Frequencies (Hz) @ Recommended Frequencies (Hz) @
250 250
500 500
750 750
1k 1k
1.5k 1.5k
2k 2k

Frequencies (Hz): The frequencies which will be available for testing during the manual test.
You can configure both the available frequencies as well as specific recommended
frequencies. A recommended frequency will prompt a reminder to the examiner if it is not
tested.

Main tone type: Allows you to choose what type of tone is presented to subjects as the main
test tone. You can choose between a pure tone (default), warble tone, or pulsed tone. The
examiner can change this value during the exam.

Volume steps: This setting controls the interval that is changed each time the examiner plays
the increase/decrease volume buttons on the test interface.

SHOEBOX PureTest User Guide



Volume: Allows you to set the minimum and maximum volume of the tones the examiner will
be able to present. The default recommended settings of 0 db HL minimum and 90 db HL
maximum are already configured for you (for occupational hearing testing).

Default Tone Presentation Level: The starting volume when an examiner begins a new test.
Typically the value you want to test first.

Tone Type
Set the tone type that the test will launch with. Examiners will still have access to other tone types on the testing screen.

Default tone type Pure tone

Volume Steps
Configure the steps at which examiners can increase or decrease the volume.

Volume up step ® +5dBHL
+10dB HL

Volume down step -5dBHL

e -10dBHL
Volume
Control the range of volumes that the examiner is able to present, and set a default tone presentation level (volume) when launching a new manual test.
Volume 10dB HL Minimum

90dB HL Maximum

Default tone presentation level 50 dB HL

Results

This section controls how the test results will be presented at the end of your workflow. You
can configure what will be displayed in the test results by turning the following features on or
off.

Primary Identifiers: Allows you to check or uncheck which subject demographics you would
like to be displayed on the results report.

Shift analysis: Analyzes whether or not a shift is present in the employee’s hearing. This
feature is available online or offline. Note that the shift analysis will only be displayed if a
baseline is present. Baselines are set on a subject’s individual patient page in the data
management web portal.

Room scan information: Includes room scan information in the test results.
Established baseline: Displays the employee’s most recent baseline if one is available.
Hearing grade overlay: Colored shades on the audiogram indicating degrees of hearing loss.

Explanation notes: Provides the subject with a brief explanation on whether or not their
hearing changed, and what their next steps should be. Each of these notes can be enabled or
disabled as you prefer.

SHOEBOX PureTest User Guide
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Signatures: This section allows you to enable or disable confirmation signatures at the end of
the testing workflow. You can enable/disable a confirmation signature for the examiner, the
subject, or both, depending on your organization’s needs. You can also customize the
disclaimer presented before the signature prompt using the text fields. You can use a custom
disclaimer in any of the languages supported by PureTest, but it is recommended to use
reviewed translations only.

Results [ @)

Primary identifiers Date of Birth
Employee ID
O Gender
Shift analysis @) Enabled
Room scan information @) Enabled
Established baseline @) enabled
Hearing grade overlay @) Enabled
Explanation notes (} Enabled

Hearing change explanation

£, Vour heoring test suggests @ potentiol Standard Threshold Shiftin your right ear: @ change in your
hearing when compared to your baseline test,

Next Steps

E£.g. You may be asked 1o do another hearing test to confirm this change.
Safety statement
£ g. Remember to wear your hearing protection when you're in loud settings.

We recommend reviewing the translations of the Examiner and Subject Signature text.

Examiner signature Enabled

English

By signing, | confirm the test is complete and that | have shared the initial results
with the test subject. | have informed the test subject of any next steps.

300 characters max
French

En signant, je confirme que le test est terminé et que j'ai partagé les résultats initiaux
avec le sujet du test. J'ai informé le sujet du test de toute étape ultérieure.

300 characters max
Spanish
Al firmar, confirmo que la prueba esta completa y que he compartido los resultados
iniciales con el sujeto de la prueba. Le he informado al sujeto de la prueba sobre los
siguientes pasos.
300 characters max
Subject signature Enabled
English

By signing, | agree that | have seen my initial hearing test results. These results can
change after professional review. If needed, | will be informed of any next steps.

300 characters max
French
En signant, j'accepte que j'aie consulté les résultats initiaux de mon test d'audition.
Ces résultats peuvent changer aprés un examen professionnel. Je serai informé(e)
de toute étape ultérieure, le cas échéant.
300 characters max
Spanish

Al firmar, confirmo que he visto los resultados iniciales de la prueba de audicién
Estos resultados pueden cambiar después de la revision por parte de un
profesional. De ser necesario, me informaran sobre los siguientes pasos.

300 characters max
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Test Prep

The test prep screen will allow you to perform routine hardware checks to ensure your device
is functioning properly, and in some cases, to maintain compliance with your regulatory
requirements.

Configuring Your Test Prep Settings in the Portal

Important: Initial, default options are pre-set by SHOEBOX based on your organization's
industry. Additionally, changing these settings will apply changes to all devices in your
organization. Only make changes to these settings if you are sure of your organization's
required configurations.

We recommend you first configure and/or confirm your test prep settings in your SHOEBOX
web portal. The settings you configure in the portal should reflect your organization’s
regulatory requirements for routine hardware checks. These can be configured to be required
on a regular interval. If they are, you will be required to pass the activities prior to testing.

To configure your test prep settings:

1. Loginto your SHOEBOX Data Management web portal.
2. Hover over the “Settings” tab in the sidebar.

Under the PureTest heading, select “Test Prep.” On this page, you will find the
configurations for your ambient noise room scan, your headphones check, and your
biological verification.

In DASHBOARD Settings | PureTest

( cance SAVE
s, TestPrep ) D
25 PARTICIPANTS >
Room Scan
B REPORTS
An ambient noise scan of the testing area. This ensures that your environment is quiet enough for testing
& DATA ADMIN
MPANL Protocol ® OsHA
T FILTERS s
P2 PROJECTS
Successful room scan interval Daily
1 SETTINGS
Require external microphone

Headphones Check

An activity to test that all part;

s of your headphones are

Successful headphones check interval Daily

[0 ©

ults are compared to a previous test to verify that there have been no changes. This should be performed by someone

250 @2k M6k
500 @3k 8k
1k B4k
Successful biological verification interval Daily

Noise alert mode Notify Immediately
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4.

In the Room Scan section, first select the MPANL (Maximum Permissible Ambient Noise
Level) setting that applies to your organization, then use the drop down menu to select
the interval at which your app will require a successful room scan. Finally, use the
toggle switch to select whether or not an external microphone is required for noise
monitoring.

Example: For occupational hearing testing, you would select OSHA as your MPANL
Protocol, Daily as your successful room scan interval, and the Require External
Microphone switch set to ON, to maintain compliance.

Room Scan

An ambient noise scan of the testing area. This ensures that your environment is quiet enough for testing.

MPANL Protocol ® OSHA

) ANSI

Successful room scan interval Daily

Require external microphone

In the Headphones Check section, use the drop down menu to select the interval at
which your app will require a routine check.

Example: For occupational hearing testing, you would select Daily to maintain
compliance.

Headphones Check

An activity to test that all parts of your headphones are working well.

Successful headphones check Daily v
interval

In the Biological Verification section, select the frequencies presented during the
biological verification, then select the interval at which a biological verification is
required, and finally the noise alert mode during the biological verification.

Note: Changing the test prep settings in the portal for bioverification by adding or
removing frequencies will clear shared baselines. A warning will appear to notify the
admin user that this will take place. This is to ensure that shared baselines are always
consistent with the test prep settings.

What is biological verification? Biological verification is a hearing test the examiner
performs on themselves to make sure the audiometer is functioning properly. Future
results are compared to the first test to confirm that there have been no significant
changes. This activity works best when the examiner has stable hearing.

SHOEBOX PureTest User Guide

23



Biological Verification @

A hearing test the examiner performs on themselves to ensure the entire system is working well. Results are compared to a previous test to verify that
there have been no changes. This should be performed by someone with stable hearing.

Frequencies (Hz) 250 2k 6k

500 3k 8k
1k 4k
Successful biological Never

verification interval

Noise alert mode Notify Immediately

Note: The frequencies and noise alert settings configured here should be the same settings
your organization uses for hearing testing.

Disabling Biological Verification

If you are certain that your organization does not need to perform biological verification, you
can disable biological verification entirely by clicking on the green toggle switch to turn it off.
This will remove biological verification from the test prep page.

A warning notification will let the user know that biological verification is required for
compliance in many hearing conservation programs.

Biological Verification @&

A hearing test the examiner performs on themselves to ensure the entire system is working well. Results are compared to a previous test to verify that
there have been no changes. This should be performed by someone with stable hearing.

Biological verification has been disabled. It is a required step for compliance in many hearing conservation programs.

If biological verification is toggled off, the test prep screen will look like the image below,
containing only the room scan and headphones check activities

3i51PM Fri Oct 16 = 08% .

AK) Andrew Kramer

Hi Andrew, let's get prepared for testing today!

Activities marked with ® are required

® Step 1 - Prepare your testing space

O Room Scan - Not complete Last scanned 7>

@Test Prep G\J\ Home {f:)} Settings
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Performing A Test Prep Activity

Important notes before you begin:
Before you begin your testing for the day, make sure you are logged in under your own user
account.

Ensure you select a room that can serve as a suitable testing environment. The room should
be free of any background noise or potential disturbances and should contain a table and
chairs for the subject and examiner to use. The iPad should be placed in the provided iPad
stand (alternatively, if your case has a stand, you can use that) on a secure table. It should not
be held in one's hands or placed flat on the table as this can cause vibrations that will trigger
the noise monitoring. Ensure the table and iPad are not located near any vents, fans, or
appliances like refrigerators that emit noise.

In the PureTest app, tap on “Test Prep” in the bottom left corner to access the Test Prep
screen.

If you have configured your Test Prep steps to be required, you will be blocked from testing
until they have been passed successfully. If you have them set to “Never,” you can still perform
the test prep activities, but will not be blocked from testing if you do not.

For occupational hearing testing, we recommend to follow the default setting of “Daily.” This
will require you to perform a test prep every 24 hours.

Note: If your test prep settings are configured to be required at a regular interval, you must
complete the test prep activities in order from Step 1 to Step 3. If you have them set to
“Never,” then the order does not matter.

= 100% -

AK) Andrew Kramer

Hi Andrew, let's get prepared for testing today!

Activities marked with @ are required
® Step 1 - Prepare your testing space

O CRoom Scan - Not complete Last scanned 202%02478)

@Tes( Prep /UD Home {;):} Settings
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Important: If you receive this message telling you to add new headphones (see image on right)
that means your old headphone data has been removed after the headphones were sent for
re-calibration. You need to install new headphones to the app to start the Test Prep Activities.
Contact an admin user if you do not have the new headphones.

Add new headphones Close

Your previous headphones have been
removed. You cannot continue to test
without headphones. Please add new
headphones in Settings to continue testing
or contact support@shoebox.md.

Add headphones

—_—
[“] Test Prep {n) Home li;OSettmgs

Note on biological verification: Some organizations are not required to perform biological
verifications as part of their test prep, and the biological verification step may be removed by a
system administrator. If you are not required to perform biological verification, your test prep
screen will look like the image below and you will only be required to perform steps 1-2.

3:51PM FriOct 16 = 98% @

AK) Andrew Kramer

Hi Andrew, let's get prepared for testing today!

Activities marked with @ are required

® Step 1- Prepare your testing space

O CRoom Scan - Not complete Last scanned —)

@Test Prep /Lrﬁ Home {f):} Settings
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Step 1: Room Scan

Before proceeding: Make sure the iPad is placed in the provided iPad stand, with the
microphone unobstructed. This will ensure that the noise monitoring functions correctly. The
iPad should not be placed flat on the table or held in one's hands as this can cause vibrations
that will trigger the noise monitoring.

Tap on the “Room Scan” button. The button will also show you the date of your last room scan
on the right.

If you have an external microphone, you will then be prompted to plug it in. Once it is plugged
in, tap on “Next.”

116 PM Mon Oct 19 ° = 76% mm

Andrew Kramer

Room Scan

Step 1 n 51 days
i o= - -
Q 0-10-19 |
Step 2
O ( He Please plug in your External Microphone & >

Microphone expires in 51 days

Please contact support@shoebox.md.

The PureTest app will then perform the ambient noise room scan.

Once the scan is complete, the app will let you know if the scanned area is a suitable testing
environment based on the level of ambient noise detected.

If the room scan detects any ambient noise above the maximum levels, the app will indicate
which frequencies failed the room scan and will ask for a re-scan.

The test will also indicate if one of your frequencies passed but was close to failing.
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Important: Subject hearing tests must be performed in the same room where you

performed this room scan. Proceeding with testing in an unsuitable environment will produce

invalid results.

1:15PM Mon Oct 19

Frequency
500 Hz
1000 Hz
2000 Hz
4000 Hz
8000 Hz

Room Scan

Noise level status: @ Passed
MPANL: OSHA
Microphone: External - SBAKTestMic1

Last scanned: 2020-10-19 at 13:15

Noise level
26.4dB SPL
23.3dB SPL
21.5dB SPL
21.3dBSPL
22.6 dB SPL

*Frequency has passed but is close to maximum

Not required

Expires in 51 days

Re-scan

Deviation

-13.6 dB SPL
-16.7 dB SPL
-25.5dB SPL
-35.7dB SPL
-39.4dB SPL

= 76% @m

ndrew Kramer

cked — ,

After confirming the results, tap on “Done” (see above image). You will then be prompted to
remove your external microphone (see below image).

1:15PM Mon Oct 19

Room Scan

Please unplug your External Microphone

Microphone expires in 51 days

Please contact support@shoebox.md.

7 76%@m)

Andrew Kramer

n 51 days

0-10-19

B

Jg Settings

>

Once you have passed a room scan, the Headphones Check button will be unlocked.
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Step 2: Headphones Check

Tap on the “Headphones Check” button to begin your headphones check. You will be
prompted to plug in your headphones.

Headphones Check

Step 1

Q
Step 2
O He

Please plug in your headphones to begin.

n 51 days

0-10-19 |

|

cked — )

Warning: Admin users can block testing with expired headphones across the entire

organization. This is done to maintain regulatory compliance and prevent misdiagnosis of test
subjects. If your organization is blocked from using expired headphones, you will not be able to
perform the Headphones Check, nor will you be able to perform any subject hearing tests.
Install new headphones to complete the verification. Contact the admin user if you do not have

the new headphones.

Headphones Check

Your headphones calibration has expired.
Please change your headphones to continue.

TJ@‘

Serial number:
DUMMYDDA450

Please contact support@shoebox.md.

= 100% -

Jumana Ramadan

D,

‘scanned —

»,

t checked —

D,

it verified —

¢ Settings
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The headphone check will begin with the left speaker.

Tap on the “Play” button and the app will present a tone.

If the tone was loud and clear, tap on the “Pass” button.

If the tone presents with any crackling, static, or intermittent sounds, tap on the “Fail” button.

Once you have confirmed the left speaker, you will then repeat the process for the right
speaker.

Headphones Check - Right Headphones Check - Right Cancel

Now we are going to check the right side.
Please keep the headphones on and play the tone.

Please wiggle the headphone cable and jack while the tone is playing to
check all parts of the headphones.

Step 1 151 days Step 1 151 days

= Right — Right

Q@ R 0-10-19 Q | R 0-10-19
N E/ \ | 1
Step2 Step2

o o N CEE -

| can hear the | can hear crackling, | can hear the I can hear crackling,
sound clearly. static, or intermittent sound clearly. static, or intermittent
sounds. sounds.

| R I o T |

Once you have confirmed that both the left and right speakers are functioning correctly, tap

the “Done” button on the results panel. This will complete your daily headphone check.

117PM  Mon Oct 19 = 76%mm

Andrew Kramer

Headphones Check Cancel

Headphones Check status: @@ Passed Required daily
Headphones: KRAMERTESTDD450

Last checked: 2020-10-19 at 13:17 @ 3

//—
Q [ Re Left Right 0-10-19
\q |

Stepl ° Passed ° Passed
0 He 0-10-19 |
N |

Settings
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Note: Ensure that the examiner performing the headphone check has not undergone a change
in hearing ability that may compromise their ability to perform a proper headphone check. If
necessary, be prepared to double check with another test examiner.

Once the Room Scan and Headphone Check have been passed, you can then proceed with
your biological verification. If necessary, (headphone damage, unexpected room noise), you
can return to the test prep screen later the same day & repeat the activities.

Step 3: Biological Verification

Biological verification is a hearing test the examiner performs on themselves to make sure the
audiometer is functioning properly. Future results are compared to your first test to confirm
that there have been no significant changes.

Note: This activity works best when the examiner has stable hearing. If there is more than a
10dB difference at any frequency, a full acoustic calibration may be required.

Important: If you will be testing offline, ensure the examiner that will be performing the
biological verification is logged into the app before going offline. If the examiner is in a situation
where they need to perform a biological verification offline, but the app is logged in under
another examiner's profile, one solution is to create a hotspot using a mobile device with data
access and connecting through that in order to switch accounts. For more information on how

to do this, check out this quick, simple guide from cnet.com on how to tether using a personal
hotspot on an iPhone or Android.

Warning: Admin users can block testing with expired headphones across the entire
organization. This is done to maintain regulatory compliance and prevent misdiagnosis of test
subjects. If your organization is blocked from using expired headphones, you will not be able to
perform the Biological Verification. Install new headphones to complete the verification.

Biological Verification

Your headphones calibration has expired.
Please change your headphones to continue.

° Ro I/\‘
a = 4 Db =
Step2 ” 7
O ( He Serial number: :)
tchecked

DUMMYDDA450
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Contact an admin user if you do not have the new headphones.

Important: If the test examiner whose baseline is set on the app is unavailable to perform the
daily biological verification (sick, took the day off, etc.) another test examiner may log in to the
PureTest app and perform their own biological verification instead. Baselines for each
examiner are recorded and used separately.

Performing your first Biological Verification and Setting a Baseline

1. Tap on the Biological Verification button to begin your biological verification.

9:41 AM 1003 -

JL) Jasmine Latif

Hi Jasmine, let's get prepared for testing today!

Step 1 - Prepare your testing space

(] (Room Scan - Passed Last scanned Today 2020-07-28)

Step 2 - Prepare your headphones

° (Headphones Check - Passed Last scanned Today 202&0748)

Step 3 - Prepare your device

O (Biological Verification - Not complete )

g Test Prep /Lrﬁ Home {@} Settings

2. You will first be asked to confirm that you are logged in under the correct account, in
order to prevent erroneous results. Tap on Yes, Continue if your name appears on-
screen.

L(JL Jasmine L.

Biological Verification

Hi Jasmine Latiff

Not you? Logout

Do you want to continue?

Yes, continue

uu Home si; Settings
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3. You will then be prompted to allow PureTest to store your baseline in the secure

4.

SHOEBOX cloud. This is done so that you can perform rapid tests for your future
biological verifications.

Tap "Allow" to proceed while allowing PureTest to save your baseline to the secure
SHOEBOX portal.

Note: If you select "Don't Allow," you will need to set your baseline every time you
perform the test, and will not be able to use rapid testing.

Biological Verification

Allow “PureTest"” to store
your baseline in the cloud?

This will allow your baseline to be
shared amongst devices.
If you don't allow, you will need to set a
baseline on any device you log into.

Don't allow Allow

You will then be asked to verify if the correct headphones are plugged in. Compare the
serial number displayed on screen to the serial number on your headphones. If they
match, tap on "Start Check" to proceed. If they are different, tap on "My Serial is
Different" to troubleshoot the issue

3 1009 (=

L Jasmine Latif

Biological Verification Cancel

Please verify that the following headphones are plugged in.

9( g D

Serial number:

St
( 7FZK7S5T3KZ5 D
@ Test Prep @ Home {é} Settings
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5. The app will then prompt you to put on the headphones, and to place the iPad in the
provided iPad stand. Once that's done, tap on "Start the Test!" to begin.

Please put the headphones on and for improved
accuracy of results place the iPad on a stand.

L I | R

6. The test screen will then appear and you will be prompted to complete it. This is done
to ensure that all tones are presenting correctly at all frequencies.

Note: Biological verification uses Assisted Mode instead of Classic Mode as the test
theme. A test examiner performing biological verification is confirming whether or not
they can hear a sound, and viewing the presentation level on screen will not impact the
usefulness of the exercise.

Using Assisted Mode is similar to how audiologists perform biological verification in a
clinical setting and is not cheating the test. They are not blinded to the test and are also
able to see the presentation level when testing their own hearing.

55 dB
1000 Hz

Assisted Mode

Tap the "Play Tone" button to present a tone to the test subject. Tap the
"Heard" or "Not Heard" button to indicate their response.

The test subject should be positioned facing away from you and instructed
to respond only when they hear a tone.

®

Play Tone
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See our customer help center for more information on completing your first bio verification
using assisted mode.

Upon completion, you will be prompted to remove the headphones and will be shown the
results from your biological verification. These results will serve as your baseline, and future
biological verification results will be compared against this baseline. Until you set your first
baseline, you will be blocked from testing patients if biological verification is required.

Tap on “Set Baseline” to confirm your baseline, then tap “Done” to finish your first biological
verification. You will then be able to proceed with your testing workflows for the day.

% 100% .

N
L{JL) Jasmine Latif )

Biological Verification

This is your first biological verification.

Stey Today's results will be your baseline. We will compare the results of your
next biological verification against this baseline.

° R All following tests will be a rapid test against your baseline. 0-01-28

Right Ear

sty [ J[ome [ Ems | o |[omE [ GEE [ |
30 30 30 30

Baseline (dB HL) 30 30
Baseline (dB HL)
081201 30 30 30 30 30 30

O B All done with the headphones. You can take them off.

@ (H eren 00128 )
| ks | 2 | sk [ akae | Gkt | sookz |
)

{) Home % settings

JL Jasmine La

Biological Verification

Biological Verification Status: @ Passed (Baseline set)
Headphones: 7FZK7S5T3KZ5
Last checked Yesterday, 2020-01-28 at 13:12 (Failed)

0 R All following tests will be a rapid test against your baseline. 0-01-28 )

Last checked Today, 2020-01-28 at 13:12 (Passed)

St8l  pightear

I TS0 T30 T T I BT
(N O rrrr— = = o % 56 0-01-28

2011201
Left Ear
[ [ [z (s ke[S | ez [ oo v |

S8l gaseline (45 HU) 30 30 30 20 30 30
20181201

B Test Prep

{8} Settings

Important: Contact an admin user if you have had a change in hearing and cannot complete
future biological verification checks. An admin user can reset your baseline in the portal, which
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will force you to set a new baseline in the app the next time you perform a biological
verification.

Note: Biological verification results are displayed in tabular format only. Biological verification
results are saved in the app's cache storage until synced with the web portal, and are currently
not viewable in the portal. The baseline value is tied to your account and stored as a part of
your account data, unless it is reset by an admin user.

Performing Regular Biological Verifications using the Rapid Test Feature
After setting a baseline, your future biological verifications are completed using a rapid test for
efficiency.

1. Tap on the Biological Verification button to begin.

il sketch =

3 1009 =

“ o

Hi Jasmine, let's get prepared for testing today!

Step 1 - Prepare your testing space

° (Rocm Scan - Passed Last scanned Today 2020-07-28>
Step 2 - Prepare your headphones
° (Headphones Check - Passed Last scanned Today 2020-07-28)
® Step 3 - Prepare your device
O (Biological Verification - Passed Last verified Yesterday 2020-07-28)
B Test Prep GLI\ Home {@} Settings

2. You will be asked that you are logged in under your account, and you will also be asked
to confirm when your baseline was set. If the information on screen is accurate, tap on
"Yes, continue".
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<Back Biological Verification Cancel

Please make sure you are the correct user logged in and your baseline is up to date.

Hi Jasmine Latiff

Not you?" Logout
Your current baseline was set on 2020-01-28 at 09:30 am.

Do you want to continue?

Yes, continue

3. Your baseline will be displayed on screen. Tap on Start Check if it looks correct.

sl Sketch = 9:41 AM

(A -« JL Jasmine Latif

Biological Verification

Biological Verification Status: Not Completed
Headphones: 7FZK7S5T3KZ5
Ste| Last checked Yesterday, 2020-01-28 at 13:12 (Passed)

° R Right Ear '0-01-28
e e | o [as [k || & |
Today o o (] (] (] ©
Stey Baseline (dB HL) 30 30 30 30 30 30

Left Ear

O ( + IEENETEETEETERTEKTEETTE 002
© © o o o

Today °
Baseline (dB HL) 30 30 30 30 30 30
Step
O B Start Check )
@ Test Prep fﬂJ\ Home @ Settings

4. You will then be asked to verify if the correct headphones are plugged in. Compare the
serial number displayed on screen to the serial number on your headphones. If they

match, tap on "Start Check" to proceed. If they are different, tap on "My Serial is
Different” to troubleshoot the issue.
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9:41 AM k3

L Jasmine Latif

Biological Verification Cancel

Please verify that the following headphones are plugged in.

01-28

. D
o( ) o)

Serial number:

5 7FZK7S5T3KZ5 :)
C My serial is different )
E] Test Prep /Uﬁ Home {é} Settings

5. Instructions for the rapid test will be displayed on screen. Tap on "Next" and "Done"

once you have read and understood the instructions.

Biological Verification Rapid Test Skip % Biological Verification Rapid Test Skip B
L] *—e
Instructions Instructions
The test is a simple yes/no answer activity. You will be tested on 6to 8 After you tap “Yes” or “No”, the blue dot will move on to the next frequency.
different frequencies on each ear. A blue dot will indicate the current Continue tapping "Yes/No" until the test is complete.
frequency being tested. You'll be testing one ear at a time. When you reach the halfway point, the ear will switch.
- &, 3 L
can Canyou hear asound
Blue dot o Frequencies 00000
“No” button «» O “Yes” button «a» «a»

u § = < .

6. The app will then prompt you to put on the headphones, and to place the iPad in the
provided iPad stand. Once that's done, tap on "Start the Test!" to begin.
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Please put the headphones on and for improved
accuracy of results place the iPad on a stand.

d b -

7. The rapid test will begin, starting with the right ear. Follow the on-screen instructions to
complete the test.

o TH.T o

Testing: Right Ear Testing: Left Ear
Can you hear a sound? Can you hear a sound?

Tap Yes if you can hear a sound or tap No if you can't hear a sound. Tap Yes if you can hear a sound or tap No if you can't hear a sound.

4kHz 4kHz

o000 XYY

a» a» «a» o

No, | can't hear a Yes, | can hear No, | can't hear a Yes, | heard a
sound asound sound sound

Note: if you respond with "No" to any frequency, you will be given a warning message, and an
option to retry the frequency or end the test. If you end the test, you will need to start from the
beginning. If you retry the frequency, and you answer "No" again, the biological verification will
fail and you will be given some troubleshooting tips. You will always have the option to re-
check.
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Test Paused

© Frequency not passed, please try again!

A succesful Biological Verification requires a pass on each
frequency. Tap “Retry” to repeat frequency that did not pass
and continue with the test.

If you end the test, your progress will be lost and you must start again.

Biological Verification Close

Required daily

Biological Verification Status: @ Not passed
Headphones: 7FZK7S5T3KZ5

Biological Verification did not pass for one of following reasons:

+ Adifferent user is logged in: please verify you are the correct user logged in.

+ Your baseline may need to be reset if your hearing has possibly changed:
please contact your organization administrator to request a biological
verification baseline reset.

+ Your device may need to be calibrated: please contact Support at
support@shoebox.md or see our Help Center to learn more about device
calibration.

Last checked Yesterday, 2020-01-28 at 13:12 (Failed)

Right Ear
2kHz | 3kHz | akHz | 6kHz | soomz

- - - -

Today -

8. Once you have passed every frequency, you will be taken to the results screen. Tap on
"Done" to complete the biological verification. You will then be able to proceed with
your testing workflows for the day.
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Adding a New Test Subject

New subjects can be added in one of two ways:

1. Created on your SHOEBOX data management web portal, imported into your app.
2. Created in the PureTest App.

Creating a Test Subject in the Web Portal

1. Access the Patient's page by hovering over “Patients” in the sidebar and clicking on “All
Patients.”

2. (lickthe button.

SHOEB®X Losout (2)
In DASHBOARD AELIEATIENTS
Al Patients q
No saved filters yet Patients )
2% PARTICIPANTS > + Filter Cn(er\a)
B REPORTS
) £ Patient Name Documents ¢ Last Tested B (+New
3 DATA ADMIN
O Example, john 4
¥ FILTERS
) Patient, Example 2 2020-07-15
Pz PROJECTS
15 per page v

£ SETTINGS >

3. Add the relevant demographics. Required fields (first name, last name, project) are
marked with a *.

Note: If doing shift calculations, entering the subject’s birth date and gender are
required.

Create Patient

Personal Location

First Name * Company

Last Name * Faclity

Date of Birth Project®

Gender
. Employment

Employee ID
Contact

Email Hire Date

Department

More Information

4. Click to create the new test subject.

Note for Admin Users: If using Projects, ensure you add your new subject into a project on the
portal as this cannot be edited in the app.
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To add a pre-existing test subject into a project:
1. Click on “Projects” in the sidebar to access the Projects page.
2. Click on the name of the Project you would like to add your subject(s) to.

3. (Clickon .

Projects

Example Project

Project Details

Start date: Oct 16, 2020

End date: Oct 16, 2028

Status: Open

Available for PureTest offline testing: Yes

@ Import Patients and Audiograms

Drop a CSV file here to import either patients or audiograms.
Your current date format setting is YYYY-MM-DD (Change Date Format)

Patients (0) Users (1)

< Patient Name Documents C Last Tested

There were no results matching your filter criteria.

4. Select the subject(s) you would like to add to the project.
5. Click"Add.”

Add Patients to Project

Patient Name

¢ Example, Jeff

¥ Example, James
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Creating a Test Subject in the PureTest App

Note: If this option is locked, your organization’s admin has disabled adding new subjects on
the app. Please contact your admin if you wish to add new people for testing.

1. Taponthe 0 button to access the “add someone new” panel.

2. Select the project that the subject will be added to.

e Note: Only projects the user has been assigned to will be displayed.

3. Add the subject's personal information. First name, last name, and project are
required for all new subjects, date of birth and gender are required for shift
calculations in occupational hearing testing.

e Note: To promote and maintain inclusivity, a new Unspecified gender has been
added to the Gender field. Users can now select from three options: Male,
Female, or Unspecified.

4. Add location and employment information, if applicable.

5. Add contact information and additional notes, if applicable.

6. Tap “Save” to add your new subject.

4:01PM Wed Feb 16

T 3%
Cancel Add someone new Save =w

Fields marked with * are required
Project*

Example Project b4

Personal First Name*

Greg

Last Name*

Example

Date of Birth
Required for shift calculations

June 20, 1980

Gender
Required for shift calculations

Male

Location Company

Note: Before beginning a test workflow, ensure that the iPad is sufficiently charged. We do not
recommend proceeding with a test workflow if the iPad's battery level is at 20% or lower. It is
good practice to keep the iPad charging between testing sessions.
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Completing a Test Workflow

Note: Before beginning a test workflow, ensure that:

e The test workflow is being performed in the same quiet room that the test prep was

performed in and the table and iPad are not located near any vents, fans, or appliances
that emit noise (refrigerators, etc.).

e TheiPadis placed in the provided iPad stand, with the microphone unobstructed. This
will ensure that the noise monitoring functions correctly. The iPad should not be placed
flat on the table or held in one's hands as this can cause vibrations that will trigger the
noise monitoring.

e The iPad is sufficiently charged. We do not recommend proceeding with a test workflow
if the iPad's battery level is at 20% or lower. It is good practice to keep the iPad charging
between testing sessions.

1. Onthe home screen, use the search bar to find and select the subject you would like to
test. If you are testing a brand-new subject, be sure to add them to your device first by

tapping the 9 button.

e Note: Before tapping on the "Start Testing!" button, confirm that the test
subject's demographics are correct before continuing. The panel will provide a
reminder for you, highlighted in yellow.

Close

Miramontez, George Jose-Gonzalez

Please make sure the patient’s demographics are correct before testing so that the results PDF
(which can be shared after the test) displays the most up-to-date information.

Project(s): 2020_November_DOB Last tested: 2018-01-08

Personal Firstname: George
Middle name: Jose-Gonzalez
Last name: Miramontez
Date of birth: 1987-01-06

Gender: Male

Emp. ID:  245-0987654

Start testing!

e Important: If you receive either of the messages below, that means your
headphone data was removed, or that your organization has blocked testing
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with expired headphones. This is done to maintain compliance with regulatory
requirements. You will need to install newly recalibrated headphones to
proceed. Contact an admin user if you do not have the new headphones.

Close

Add new headphones Close i
Example, Richard

Your previous headphones have been Your headphones calibration has expired. Please add new headphones in Settings to continue testing or

removed. You cannot continue to test

without headphones. Please add new Broject(s) Lasttested::2021-06-03
headphones in Settings to continue testing

contact support@shoebox.md. See our Help Center for more information.

Baseline: No

or contact support@shoebox.md. personal First Name: Richard

Last Name: Example

Date of Birth: 1965-02-10
Add headphones Gender: Male

Location Company: Example Company

[“] Test Prep Psettings

2. Ifyou have not yet performed the Test Prep activities, you will be prompted to do so.

3. Select your desired workflow. For PureTest versions 2.2 or earlier, the default workflow
is the only available option. With version 2.3, it is possible to select one or more
workflows depending on your needs. For example, you can set up a workflow that has a
questionnaire and another that does not. Likewise, different workflows can be set up
for different regulations and use cases depending on your needs.

e Note: Multiple workflows are only available on PureTest version 2.3 and later. If
your device is running version 2.2 or earlier, you will only have access to the
default workflow.

Start testing Cancel < Start testing Workflow options

Please make sure you are testing the correct patient. ) Default workflow
Workflow set as default to test.

George Jose-Gonzalez Miramontez Questomare
born Jan 6th 1987 Workflow with questionnaire included
Recent workflows

ire disabled.
Default workflow ®

Workflow set as defauilt to test.

Questionnaire ®
Workflow with questionnaire included.

More workflow options >

Start testing!
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4. Tapon to begin the testing workflow. You will be asked to confirm that you
are testing the right patient before continuing.

Start testing Cancel

Please make sure you are testing the correct patient.

You are about to test:

George Jose-Gonzalez Miramontez
born Jan 6th 1987

Do you want to continue?

Yes, continue

The subject will select their language and will then be brought to their personalized
start page, where they will view a preview of their expected workflow.

Hello John!
Hello John! eto John:

John Example

What language would you like to be tested in?
born Aug 6, 1976

English

Frangais

Questionnaire

5 A &
- W

Espafiol

Start questionnaire

Note: Tapping the Pause button in the top-right corner of the screen will prompt you to
enter your passcode and provide you with an overview of the workflow's current status. If you
need to end the workflow for any reason, you can tap on “End Workflow" to discard the
current workflow and return to the home screen.

It is important to remember that the workflow cannot be resumed once exited, and exiting
the workflow before the results screen will NOT generate a results report PDF, though
questionnaire and audiogram data will be synced.
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Workflow is not complete

John will need to start a new workflow if this workflow is not completed.

Questionnaire Hearing test Results
Not started Not started Not started

5. Ifthe pre-test questionnaire is enabled, the subject will first perform the pre-test
questionnaire.

10f22

When were you last exposed to loud noise?

C Under 14 hours ago ) ( Over 14 hours ago )

6. If the workflow is configured with an automated test (default), the subject will be
presented with a short tutorial on how to complete the test once they have completed
the questionnaire. It will explain that they must drag the blue disc to either the green
“sound speaker” icon if they heard a tone, or the red “no sound speaker” icon if they
did not hear a tone.

e Note: The tutorial is optional and can be toggled off in the web portal by an
admin user.

e Note: Ensure the patient has the headphones comfortably fitted onto their
head, with the red cup on the right ear.

If the workflow is configured with a manual test, skip to step 10.
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1:52PM Mon Oct 19 T 70% @)

Skip
10of6

How to do the test

The test is a simple sorting activity. The categories are "sound" or "no sound".
The object you're sorting is the blue disc.

Py
'

7. After viewing the tutorial, the subject will then begin the automated test. If the noise

monitor detects excessive background noise, it will pause the test and notify the
user.

e Important: Do not place the iPad flat on a table. When using the provided iPad
stand, do not place the iPad at an angle that could reduce the reliability of the
microphone at measuring background noise. For optimal results, the iPad
should be placed horizontally and evenly on the provided iPad stand when
performing automated hearing tests and Room Scans.

. I

Test paused: Testing room too noisy

You'llbe able to resume the test when the room is less noisy.
Possible source of noise:
+ Coughing + Phone ringing
+  Chair shifting +  Holding the iPad
+ Door closing + Taking

8. During the workflow, you may notice that your subject is having difficulty completing the
hearing test. If the test detects any abnormalities, or if the background noise does not
subside, you will be required to enter your passcode and assist with the workflow.

e Note: The test can also be manually paused by tapping on in the top-left
corner of the test screen.
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Example, John - 1976-08-06

Test Paused

Administrator Input Required

If you would like to turn on Assisted Mode, tap the switch below.

Please return the device to the test administrator, and you will be guided through the next step. When ready, tap 'Continue” to continue the test from where it Left off.

Assisted Mode

9. Ifthere are difficulties with the automated test, a good troubleshooting option to
complete the workflow quickly is to toggle the Assisted Mode switch and proceed using
Assisted Mode.

In Assisted Mode, you present each tone manually to the subject. You will ask the
subject to face away from you and ask them to provide an indication if they heard the
tone, such as raising their hand. The frequency and volume of each tone will be
displayed below the noise monitor at the top of the screen.

65dB
500 Hz

Assisted Mode

Tap the "Play Tone" button to present a tone to the test subject. Tap the
"Heard" or "Not Heard" button to indicate their response.

The test subject should be positioned facing away from you and instructed
to respond only when they hear a tone.

®

Play Tone

10. If the workflow is configured with a manual test, the subject will be prompted to return
the iPad to the examiner after completing the questionnaire. The examiner will have to
enter their PIN to continue and will then be prompted to tell the patient to put on the
headphones. The test will then begin.
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e Note: Ensure the patient has the headphones comfortably fitted onto their head
with the red cup on the right ear.

11. On the manual test screen, the examiner has various controls available at the bottom
of the screen as well as the display in the audiogram view above. The controls in the
bottom-left of the screen are used to select the target presentation level and
frequency. Once these are selected, click Play in the bottom right to present that tone
to the subject.

) Add Notes ]
’ Quit Test ’ ‘ < Complete Test

\ o Complete Test ( Audiograms
\ NG A J

\
\
°

Right Ear

[ Set Results 1

@ set threshold pure Tone a9 Select
— | Tone Type

'Y
Unreliable

7 \ ‘ > |
Adjust | 206 S . Sl ( \
Frequency 500 H. z Audfogram Legena O Clear : l Play \
S/

e

Adjust
Presentation Level
- @@

12. The controls near the Play button allow the examiner to record the subject responses
onto the audiogram.

13. Click Complete Test to save the current responses and proceed to the results section.
Click Quit Test to discard all responses. If any frequencies were configured as
recommended but not completed, the examiner will be reminded before exiting the
test.

14. Once the test is complete, the subject will be thanked for taking the test and asked to
remove the headphones. They will be prompted to return the iPad to the test
administrator to proceed to the results screen.
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Thanks for taking the test!

Please return the device to the test administrator, and you will be guided through the next step.

Save and Review

All done with the headphones!
You can take them off now.

Qé)‘“%

I'm ready for the next step!

l

55PM Mon Oct 19 =7 69% M)

WYell done!

Hearing test complete

Questionnaire Hearing test Results

Admin needed

The examiner is needed for the next step Continue to results

Note: If frequencies were skipped, or the test was too noisy, you will be notified.
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212PM Mon Oct 19 = esvm )

Test Donel

Please note that frequencies have been skipped in the hearing test.

Questionnaire Hearing test Results

© skipped frequencies Admin needed

The examiner is needed for the next step Continue to results

15. To proceed to the results screen, you will need to enter your passcode. You will then be
able to review the test results with the subject.

e Note for admin users: For info on what can be configured on this page, refer to
Results.

Example, John
Date of Birth: 1976-08-06 Employee ID: 5150 Test Date: 2020-10-19

Analysis

Full shift analysis is not available because baseline information is incomplete.

Right (d8 HL) Left (48 HL)
OSHA with Age Adjustment
Right Ear Left Ear
Frequency (Hz) Frequency (Hz)
50 00 s 500 3000 00
o o
O—O—O—O—O—O\o X—X—X—X—X—X—X
10 NORMAL 0 | NORMAL

MODERATE

MODERATELY
SEVERE

Loudness (dB HL)

%0 %
I I

Please sign below

Results can be viewed in both the examiner and subject’s language if multiple
languages are enabled.

English m

Example, John Example, John

Date of Birth: 1976-08-06  Employee ID: 5150 Test Date: 2021-04-20

Fecha de nacimiento: 1976-08-06 1D del empleado: 5150 Fecha de la prueba: 2021-04-20
Analysis Analisis
Full i analysis s not available ompe Elandiiss de o » arefere

Left Ear (48 HL)
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An easy-to-read results summary can be found at the bottom of the audiogram, along
with a symbol legend and a timestamp for when the last room scan was passed.

1 [ |
Results: 250 500 1000 2000 4000 8000 Results: 250 500 1000 2000 4000 8000
dB(HL) 5 5 §: 5 & 5 19 dB(HL) 5 5 5 95 5 § 5
—E— Current (2021-02-16) —x— Current (2021-02-16)
; Air i Masked Air i Air i Masked Air
O Ar O Raiania A Masked Air A [ R Knir| X fidspanse O Masked Air & s Resahae

Room Scan passed 2021-02-16 at 14:54

16. If signatures are enabled, both the subject and the test examiner will be prompted to
enter their confirmation signatures after reviewing the test results. When both
signatures have been entered, tap “Continue”.

R ~O- current 2020-10-19) =X~ Current (2020-10-19)
O A O Mrcpone A maskedAir | A NEKO AT XA X e O Maskedar | 0 NiRkeg A
oooooooo Room Scan passed 2020.10-19 at 1315

A Masked Air A Masked Ar XA XA e O Masked A [, Masked Air

‘Room Scan passed 2020-10-19 at 13:15

Subject: Example, John Examiner: Kramer, Andrew

By signing, you agree that you have been shown your hearing test By signing, you confirm that the tes s complete and the resuits have
results, I there are next steps, next d
them, they have been communicated to the subject.

il A
( Change signature ) ( Change signature )
s complete and the results have
test dicated.
l

Subject: Example, John

By signing you agree that you
resuls. If there are next steps,

have been shown your hearing test
you have been tol :

them.

John, sign here
You're done signing! Continue to find options .
Continue

for sharing.

17. The final screen of the workflow will ask if the subject would like a copy of their test
results. If they would like a copy, you can provide them with a physical copy by tapping
on “Print” and printing their test results, or you can provide them with a digital copy by
tapping on “Email”.

156 PM  Mon Oct 19 = 6ov

Would the subject like a copy
of their results?

Print

Email

Please confirm you are finished with results m
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If sending the subject their results via email, you will need to confirm their personal
information and email address with them. If no date of birth or email address was
entered when the patient was created, you will need to enter it now. The subject's
personal information will act as security information that the subject will need to access
the document.

Important: Organizations with locked demographics enabled will not be able to edit
the subject's information at this stage. If the subject is missing their date of birth and/or
email, the option to send results via email will be grayed out, and an admin user will
need to send the subject their results using the SHOEBOX Data Management Portal. If
the subject's DOB/email are filled in, the option to send via email will still be present,
but the option to edit will be locked out.

Cancel Email results

Security information

Results will be shared through a link to the subject’s email.

The patient's demographics will be updated if this is edited and saved.

Please confirm subject’s personal information. This wil act as security information which X
the subject will need to provide to open their results document. Firstname: Camilla
Last name: Sanchez
Security information First Name: ~ Camilla
Date of birth* Fields marked with * are mandatory
Last name:  Sanchez

Date of birth: 1977 -01- 06 v
Email:

Email*

c.sanchez@gmail.com

After the information has been updated, tapping on Send Now will send the email to
the customer's address once your data has been synced to the cloud. The subject will
receive an email with a link to their results. The email will be sent by no-
reply@shoebox.md. Please inform the subject to check their spam or junk folders in

case the email does not appear in their inbox.

Note: You can always send the patient their results from the web portal later on if the
app sync fails and the email request is lost, or if the subject does not request a copy of
their results during the test but changes their mind later on.
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The email will be sent by no-reply@shoebox.md. Please inform the subject to check their spam or junk folders.

Email results

Would the subject like a
copy of their results?

Results will be shared through a link to the subject’s email.

Please confirm subject's personal information. This will act as security information which
the subject will need to provide to access the document.

Print
Security information Name: Camilla

Lastname: Sanchez

Date of birth: 1987-01-06 @ Email

Email: c.sanchez@gmail.com @ o

Please confirm you are finished with the results

18. Tapping on “Finished” will return you to the workflow overview screen. Tapping on

“Return Home" will complete the workflow and return you to the home screen

1:56 PM Mon Oct 19 = 69% @™ )

Well done!

Testing is all done. Thanks!

Questionnaire Hearing test Results

Return home
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Test Results

SHOEBOX PureTest will automatically cache and save test results, then remove them from your
device once they have been safely synced to your web portal. However, to protect the personal
health information of your subjects, test results are not viewable on the iPad, only on your web
portal.

Once a subject’s results have been synced into your data management web portal, they are
removed from your iPad's cache memory. After they have been synced to your web portal, they
can be viewed at any time using your web portal's Patient’s page.

To view saved result data:

1. Loginto your SHOEBOX Data Management web portal.

2. Access the Patient's page by hovering over “Patients” in the sidebar and clicking on “All
Patients”.
3. Locate the subject whose results you want to view and click on their name.

In DASHBOARD ALL PATIENTS

il A EXPORT
2, PATIENTS No saved filters yet Patlents

23 PARTICIPANTS >
B REPORTS

o) < + New
5 DATA ADMIN £ Patient Name Documents C Last Tested -3

Example, John 13 2020-10-19
Y FILTERS

Patient, Example 2 2020-07-15
Pz PROJECTS

15 per page v

£ SETTINGS >

You will then be taken to that subject’s individual results page, where all of their previous test
data can be located, along with all of their other relevant information.

Note for admins: You can also use this page to edit the subject's demographic information and
audiogram data, as well as set a next action for the subject (follow-up, update baseline, etc.)

Patients

Example, James
Required Action

2022

4minutes ago Review results + Retest
Review required following retest

2022-11-02 | Roberta Lucci

SHOEBOX PureTest User Guide 56


https://portal.shoeboxdm.com/shoebox/portal/login

Exporting Results

You can export PureTest results in bulk as a ZIP folder from the patient page (all users) and the
project page (admin users only).

To export bulk results:

1. Access the Patients page (or Projects page if you want to export bulk result data from a
single project only).

2. Click on the Export button in the top right.

3. Select the format you would like to export.

Patients .

Individual PureTest Result Reports

Referral Letters & Summary Reports

Individual Summary Reports
) Speech Discrim Results

C Patient Name C Compan £ Last Tested e
- pany Audiograms
O Example, Roger Example Company 2020-11-11 Ur Patients List
SRT Results
O Example, Jeff Example Company 2020-11-18 r
Hearing Conservation 3 QNR
() Example, John Example Company 2021-04-20 ur HHIA-S QNR
() Example, Bob Example Company 2021-06-08 Unit 1
() Example, Richard Example Company 2021-06-08 Unit 1
() Example, Joe Example Company 2021-06-18 Unit 1

Projects

Example Project

Individual PureTest Result Reports
Referral Letters & Summary Reports
Individual Summary Reports
Start date Oct 16, 2020 Audiogram PDFs
Audiograms
Speech Discrim Results
Status Open Patients List
SRT Results

Project Details

End date Oct 16, 2028

Available for PureTest offline Yes Hearing Conservation 3 QNR
testing 3

HHIA-S QNR
Description Example Description
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Test Prep Reports

Test Prep Reports allow admin users to audit their own test examiners to ensure that the
mandatory test prep activities are being completed, and to monitor how often each PureTest
unit in their organization passes or fails these checks.

This feature also allows admin users to quickly and easily provide a full summary of all test
prep activity completion in CSV format if records of these checks are requested by an auditor.

To generate a Test Prep Report:

1. Logintoyour SHOEBOX Data Management web portal.
2. Click the “Reports” tab in the sidebar.
3. Select the test prep activity you would like to generate a report for under the Test Prep

Reports (PureTest) heading. For this example, we will use the “Room Scan Report”.

In DASHBOARD

Reports

& PATIENTS >

&% PARTICIPANTS >
Build New Report

Patient Reports

Test Prep Reports (PureTest)

& DATA ADMIN ((Roster Report

((Room Scan Report D

¥ FILTERS (“standard shift Report )

((Headphones Check Report

((Recordable shift Report )
Pz PROJECTS

((Biological Verification Report )

P
Due-for-Testing Report

-
Test Completion Report

& SETTINGS >

Live Reports
C Report Title

Example DFT Report

Example Shift Report

(15 perpage + )

Outgoing Reports

Report Type
Due-for-Testing Report

Standard Shift Report

Export History

EXPORT v

Last Viewed On
2021-02-10, 3:26 pm

2021-02-10, 3:29 pm

4. Use the dropdown menus to configure the date range for the report, and whether you
want the report to generate total passed checks, failed checks, or both.

Room Scan Report
2021-04-19

Filter Criteria

Date Range* This Week

Status* Passed or Failed

5. Click on “Apply” to generate the report.
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In DASHBOARD
Room Scan Report

2 PATIENTS >
2021-04-19
2% PARTICIPANTS >

REPORTS " ;. ;.
g Filter Criteria
& DATA ADMIN Date Range* This Week
Y FILTERS
Status* Passed or Failed
Pz PROJECTS
£ SETTINGS >

Summary

Total Room Scans performed: 5
Total passed: 5
Total failed: 0

6. Click on the “Export” button to generate a CSV with detailed information from the
report. This CSV export contains all the necessary information required for you to keep
on file in case of an audit

1 Report

Room Scan Report as CSV

This Week

Passed or Failed

You can then repeat this process for the Headphones Check Report and Biological Verification

report.
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Device Security Settings

Using your SHOEBOX web portal, you are able to configure the security settings for all devices
within your organization.

Accessing Device Security Options ¥ PROJECTS Program Setup
To access your security options: SCHEDULING
RULES
1. Log in to your SHOEBOX Data Management web TRIAGE
portal. purerest
2. Hover over the “Settings” tab in the sidebar. TEST PREP
3. Click on “Security”. e

SECURITY

Lock Screen

This section allows you to control how long it takes for the PureTest app's lock screen to
appear when the iPad is left untouched. This is done to protect patient health information by
locking the screen when the app is not in use. The lock screen will not interfere with a test

subject's workflow.

You can also choose to disable the lock screen entirely by turning off the toggle switch, though
this is not recommended.

After making adjustments to your lock screen settings, be sure to click “Save” in the top right
corner to save your changes.

In DASHBOARD Administration Settings | PureTest

usens Security

BILLING

2o PATIENTS >

&% PARTICIPANTS >
HARDWARE
Lock Screen
B REPORTS
System Setup Protects patient health information by locking the screen when the app is not in use. This screen will not interfere with patient testing.

| S DATA ADMIN PATIENT RECORDS
| Lock screen when untouched | 15 minutes o }

|
¥ FILTERS REPORTS for

1 minute

» PROJECTS Program Setup 2 minutes

SHIFT RULES 5 minutes
SCHEDULING 15 minutes
RULES

AUTOMATIC
TRIAGE

PureTest

TEST PREP

TESTING
WORKFLOW

SECURITY

SB Standard & Pro

Note: The default lock screen setting is 2 minutes. To use this default, simply turn on the
toggle switch and click Save in the top right corner to save your changes.
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Block Testing with Expired Headphones

This feature allows you to prevent test examiners from testing with expired headphones.
Enabling this feature ensures accurate test results and compliance with any regulatory
requirements you may need to adhere to.

After enabling this feature, be sure to click “Save” in the top right corner of the Security page to
save your changes.

Block Testing with Expired Headphones )

Headphones cannot be used for testing if their calibration status is expired.
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Configuring Language Settings

Using your SHOEBOX web portal, you are able to configure the language settings for all devices
within your organization. Only English is configured by default. If your test examiners and test
subjects are fluent in English, simply leave the default settings as they are. This shortens the
testing workflow by removing a step where test subjects are asked to choose a language for
the test. However, if you want test subjects to choose from multiple languages, or you would
like to change the default language to a language other than English, you need to change the
default settings.

To access language settings: P PROJECTS
PureTest
1. Login to your SHOEBOX Data Management et PREP
web portal. TESTING

WORKFLOW

2. Hover over the “Settings” tab in the sidebar.
3. (Click on“Language”.

SECURITY

LANGUAGE

To change the default language settings:

1. Select the Test Subject Languages that you would like to be enabled or disabled.

2. Click on “Save” to save your changes.

Settings | PureTest

Language

Test Subject Languages

When multiple languages are selected, the test subject will have a language selection screen available to them. If enabled, the Results Signature text
may require translation if default text is edited.

Languages English

French
Spanish

Note: If your organization uses custom text for the subject/examiner signatures messages, you
will receive this notification recommending that you review the signature text for the other
languages you have enabled. You may be required to provide a custom translation for the
additional languages you have enabled if you want them to exactly match the custom text you
have provided for your default language.
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The Settings screen contains all the details on your app’s hardware, test settings, offline
projects, and other miscellaneous information.

9:53 AM  Tue Jul 26 ® 7 99% (@

AK) Andrew Kramer

Settings

Hardware

Headphones & Microphone >

Testing
Download Device Settings >
Testing Offline >
Workflow >

About Version 1.8.0

[2] Test Prep /Lrﬁ Home {ﬁ}' Settings

Hardware

The hardware section is where you will go to install, change, or update your headphones and
microphone. It will also provide you with a notification if your hardware is close to its expiration
date.

Note: If you are using an iPad that does not have a 3.5mm headphone jack, you must use an
Apple USB-C to 3.5mm Headphone Jack Adapter to connect the headphones. Currently,
PureTest only supports Apple’'s adapter.

To change or update your headphones:

1. Tap on “Headphones & Microphone”

The Headphones panel will display the name of the headphones that are currently
installed on your iPad. If none are installed, the panel will be blank and indicate that you
have not installed any headphones yet.
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5:17PM FriOct 16

< Settings Headphones & Microphone

Headphones +

KRAMERTESTDD450

Microphone +

SBAKTestMic1

Microphone expires in 55 days

2. Taponthe 9 icon to open the Change Headphones panel.

You will be able to select new headphones from the list of available headphones, or by
using the search bar to search for your headphones by their 12-digit ID number printed
on the label attached to the wire of your headphones.

Alternatively, you can tap the button to scan the QR code attached to the label on
the wire of your headphones.

v

Change headphones Close

Select the headphones you would like to add from the list below.

How do [ find my headphones’1D?

Available headphones

Q ~

KRAMERTESTDD450

Add headphones
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To change or update your microphone:

1. Tap on “Headphones & Microphone”.

The Microphone panel will display the name of the microphone that is currently
installed on your iPad. If none are installed, the panel will be blank and indicate that you
have not installed a microphone yet.

5:17 PM Fri Oct 16

< Settings Headphones & Microphone

Headphones +

KRAMERTESTDD450

Microphone +

SBAKTestMic1

Microphone expires in 55 days

2. Taponthe 0 icon to open the Change Microphone panel.

You will be able to select a new microphone from the list of available microphones.
Alternatively, you can use the search bar to search for your microphone by the 6-digit
ID number printed on the side of your microphone.

r

Change microphone Close

Select the microphone you would like to add from the list below.

How do [ find my microphone serial number?

Available microphone(s)

Q

SBAKTestMic1 Expires in 55 days
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Removing a Microphone:

As of PureTest version 1.5, users are now able to remove microphones from their app. If, for
any reason, you need to remove your microphone, simply tap on Remove on the Microphone
panel.

Note: A microphone is required for noise monitoring when testing under OSHA regulations.
After removing a microphone, a message will appear in the Microphone panel to remind you of
this requirement.

Microphone Remove

sahilga

Mrophone expices i 34 days

Your microphone colibration is abour ro expire.

Pledse contoct Jnppsteshoelioe md

Microphone +
—

You hoven't added o microphoneg yet

Note: You will need a microphone to perform OSHA testing.

Testing

This section provides details on how your app has been configured by your organization'’s
admin user, and allows you to download any updates to your settings that may have been
made while you have been logged in.

Note: Admin users are responsible for using the SHOEBOX web portal to configure device
settings, along with providing access to projects/making them available offline.

Download Device Settings

This screen shows you which device settings have been configured by your organization's
admin user, and the date/time of when these settings were last downloaded to your device.
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To update them immediately, tap on [ ovnioas I

5:36 PM Fri Oct 16

< Settings Download Device Settings

Contact your admin to make changes to your device settings. Download
Device Settings

Last downloaded: Oct 16, 2020 at

Workflow Settings 5:36 PM

Last downloaded: Oct 16, 2020 at

Questionnaire Settings 536 PM

° Last downloaded: Oct 16, 2020 at

Test Prep Settings 536 PM

Last downloaded: Oct 16, 2020 at

Demographics Settings 536 PM

Last downloaded: Oct 16, 2020 at

Organization Settings 536 PM

Last downloaded: Oct 16, 2020 at

Profile Settings 5:36 PM

Note: Device settings are automatically downloaded every hour while you are connected to
the internet. However, if you know that the admin user has made recent changes to your
device settings, it is recommended that you download the new settings immediately to stay up
to date before you test your next subject.

Testing Offline

This screen shows you which projects have been marked for offline testing.

When your iPad is online, tapping on will sync the latest data from your web portal.
This will enable you to perform offline testing on any subjects in the downloaded project(s).

5:41PM FriOct 16

< Settings Testing Offline

Contact your admin to make changes to offine projects. Download
Projects

° Last downloaded: Oct 16, 2020 at

project name Active' Sqiipht

[ Last downloaded: Oct 16, 2020 at

Example Project 541 PM

SHOEBOX PureTest User Guide 67



Note: Data will be automatically synced to the device every four hours if you are connected to
the internet. However, if you know that you have been added to a new project, and/or you may

be going offline soon, be sure to manually sync your data by tapping on D

Workflow

This screen displays the workflow settings currently configured for your organization. If
workflow settings have been changed, they will be reflected on this screen after downloading
them using the Download Device Settings screen.

Note: This screen is read-only, and workflow settings cannot be changed on the app. Contact
an admin user to request changes.

< Settings Workflow

This is a read only view, please contact your administrator to make any
adjustments.

Questionnaire

Questionnaire @ Enabled

Hearing test

Frequencies (Hz) 500, 1k, 2k, 3k, 4k, 6k, 8k
Retest First Frequency © Enabled

Test Theme Classic

Suitable for testing most patients
Instructions @ Enabled

Volume 0dB Minimum

About

This section contains miscellaneous app information including your app’s current version, legal
information, and developer credits.

About Version 1.0.0
>

Version
Terms of Service >
Privacy Policy >
Acknowledgements >
@Test Prep /Lrﬁ Home {@} Settings
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Version

Contains information about the current version of your PureTest app.

Note: Also includes your app's installation ID, which is used for troubleshooting application
issues with SHOEBOX customer support.

Terms of Service

Allows you to view the current version of the SHOEBOX terms of service.

Privacy Policy

Allows you to view the current version of the SHOEBOX privacy policy.

Acknowledgements

Provides credits of 3rd-party software used by SHOEBOX in development.
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Reporting a Problem

If you encounter any issues or errors while using PureTest, we highly recommend taking
advantage of the "Report a Problem" feature located in the Account panel.

Using this feature will automatically contact a customer support representative to assist with
your issue, while also providing logging data for the SHOEBOX development team in case your
issue requires some bug-fixing or investigation on our end.

Note: this feature is intended for troubleshooting only. If you have questions about how to use
PureTest, please refer to our help center. You will find a link to the Help Center above the
Report a Problem feature in the Account panel.

To report a problem:
1. Check to make sure that your device is connected to the internet, and that PureTest is
online. The report a problem feature is only available while online.

2. Tapon the user name in the top right corner of the home screen to open the Account
Panel.

3. Tap on Report a Problem.

Account

@ Andrew Kramer

@ Language

Help &

Report a problem

Logout

] Test Prep

4. Your email should automatically be entered into the email field, but you can enter a
different email if necessary.
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4:09PM Wed Feb 16

< Back Report a problem

If you are unable to use PureTest because of a problem,
please tell us about it!

Fields marked with * are required

d Email *

example.user@example.com

What problem are you experiencing?*

By tapping Next, | consent to be contacted about this report.

Test Prep 1] Home ¢ Settings

5. Use the drop-down menu to select the type of problem you have encountered. Use
"Other..." if your problem is not on the list.

6. Tap on Next.

Report a problem < Back Report a problem

If you are unable to use PureTest because of a problem,
please tell us about it!
Syncing problem

Fields marked with * are required
Missing a patient ¢ Email
Test Prep (Room Scan, Biological Verification, etc) example.user@example.com

What problem are you experiencing?*

General feedback

Syncing problem

Other...

By tapping Nex. I consent to be contacted about this report. 8y tapping Next, | consent to be contacted about this report.

7. Provide details about your issue using the text field provided, so that the support team
can prepare to assist you. If possible, we highly recommend providing steps that the
support team can take to reproduce the problem, I.E. retracing the steps you took
before you encountered the problem.

Important: For privacy protection, please do not include any patient names or test
result information.
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8. Tap on Submit.

< Back Report a problem

Please do not include any patient names or test result information.

Please explain the problem in more detail

Note: If possible, please include steps to reproduce the problem

Please tap here to type...

; Test Prep {n] Home

Your problem will then be logged and will automatically open a support ticket.

A support representative will then contact you within the next business day to help resolve the
issue.

If your problem needs immediate attention, please call our support team at 1-877-349-9934.

5:09PM _Wed Feb 16

Report a problem - Submitted!

Thank you so much.

Your problem has been reported and device
information has been sent to the Support Team. They
will be getting in touch with you to help resolve the
problem in the next business day.

If your problem needs immediate attention please
call our Support Team at 1-877-349-9934.

Close

Settings

SHOEBOX PureTest User Guide

72



SHOEBOX Audiometry Specifications

Audiometer Type

Permissible environmental conditions

Permissible power supply variations

Measures to minimise unwanted sound radiation

|dentification of the transducers and their reference
equivalent threshold levels

Ear simulator used for calibration

Static force provided

Warm up time

Sensitivities and nominal impedances of all input facilities.

Available voltage and hominal impedance of all output
facilities

Pin assignment of all external plug connections

Mode of operation

Rate of change of sound pressure level for automatic-
recording audiometers

Rate of change of frequency

Frequency of modulating signal

Modulation waveform

Modulation range

SHOEBOX PureTest User Guide

Type 4

See iPad technical specifications available on www.apple.com

SHOEBOX Audiometry will only function when iPad is on
battery power

Touch screen interface, no sound is emitted

See transducer calibration certificate for information on
transducer calibration

As per ANSI/ASA S3.6-2018

As per ANSI/ASA S3.6-2018

No warm up time required. See iPad technical specifications
on www.apple.com

No input facilities

Output is CTIA/AH] 3.5mm audio output of Apple iPad. See
iPad technical specifications on www.apple.com

Output is CTIA/AH]) 3.5mm audio output of Apple iPad. See
iPad technical specifications on www.apple.com

Pure tone forced choice modality utilizing a Modified
Hughson Westlake algorithm

n/a

n/a, not a Bekesy algorithm

Warble tone frequency = 5Hz

Sine

6%



Sound attenuation characteristics of the earphones as
measured in accordance with ISO 4869-1

Maximum hearing level settings provided at each test
frequency including limitations in use due to harmonic
distortion

Information about the time window for subject’s response
for automated test procedures

Type of battery, means of checking the battery and
method of replacement, expected battery life time

Maintenance and calibration procedures and schedules

EMC warning

Type of auditory signal

Type of transducers and their headband force

Sound field system

Type of ear simulator or mechanical coupler used for
calibration and the method of coupling the transducer

Type of calibration

Acoustic or Vibratory Signal Level for a given setting of the
output-level control

Polarity of resulting acoustic or vibratory signal

Repetition rate

Duration of the initial sound pressure or vibratory force
wave of a click and/or duration and rise/fall times of
acoustic or vibratory tone-bursts

Subjective relationship between test signals and reference
signals

Environmental conditions at time of calibration

Storage

SHOEBOX PureTest User Guide

For transducer sound attenuation characteristics, refer to
transducer manufacturer documentation

SHOEBOX Audiometry PureTest = 90 dB HL
No limitations due to harmonic distortion

Pure tone forced choice modality does not involve subject
response timing

See iPad technical specifications available on www.apple.com

Headphones must be calibrated annually per ANSI/ASA S3.6-
2018

Calibration procedure verifies correct operation and identifies
required maintenance

See iPad technical specifications available on www.apple.com
Pure tones, warble tones, pulsed tones, masking tones,

speech recordings

Various ANSI/ASA S3.6-2018 compliant transducers are
available, refer to transducer manufacturer's documentation

None, not supported

See calibration certificate for each transducer
Calibrated in dBHL for known RETSPLs for each transducer
according to ANSI/ASA S3.6-2018

Control interface displays dBHL based on RETSPL of the
currently selected transducer. This is mapped to output
voltage level appropriately

Left and right channel outputs produce in-phase sounds and
their polarity is set during calibration

Modified Hughson Westlake algorithm is used

As specified in ANSI/ASA S3.6-2018

RETSPLs from the manufacturers are used to enable
normalized hearing level outputs

As specified in ANSI/ASA S3.6-2018 and as recorded in annual
calibration equipment certification

Store iPad and headphone accessories according to
accessory manufacturer recommendations



Appendix A: Standard PureTest Kit

Inclusions

Medical Device Hardware

Non-Medical Device Hardware

Documentation

SHOEBOX PureTest User Guide

DD450 Headphones (please see IFU supplied by

Manufacturer)

Carrying Case

PureTest Case Label

Screen Wipe

iPad Aluminum Stand

External Microphone (Optional, for Noise
Monitoring only)

iPad (Optional)

For PureTest Essentials, EXT-57 SHOEBOX
PureTest Essentials Card is included.

For PureTest Shift, EXT-58 SHOEBOX PureTest
Shift Card is included.
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