ALPHAMeDICS

HIGHTOP - SARS-CoV-2
Rapid Antigen Test Programme

Programme components;

1. Very High Sensitivity Rapid Antigen Test
2. Mobile Digital App

3. Management Reporting

4. Consumer Test Support

5. Testing Programme Support Manager

ARTG ID: 385179



Product Overview

HIGHTOP Antigen Rapid Test for the detection of SARS-CoV-2
antigens in samples from the human anterior nasal cavity area.
It is used to detect SARS-CoV-2 nucleoprotein antigens within 7
days of the onset of symptoms suspected of coronavirus

infection.

Intended Use: For self-testing
Type: Anterior nasal (2-2.5cm)
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Product Characteristics

Clinical Performance:

® Sensitivity: 98.04%

e Specificity: 100%

e Limit of Detection (LoD): 8 TCID 50/ml

Others:

Nasal test

Result in 15 min

Suitable for Adults and Children 2+ years (with supervision)
Sold so far in over 40 countries (CE-Certification)
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Kit Composition
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Test Cassette Extraction Tube Nasal Swab IFU & SOP

(pre-filled)

Kit size: Tests per box: 1 or 5 or 25 available
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New Test

24 Feb 2021, 21:20
izen NEGATIVE

Select the person to be tested.

23 Feb 2021, 21:20
vid Citizen  NEGATIVE

23 Feb 2021, 21:20

SELFCHECK APP Easy to use for individuals, dependents and families.

Our software app is intuative and well tested, with numerous improvements and

enhancements since launch. This is the GOLD standard for easy user experience for all the

family.




New Test

Hightop
SARS-CoV-2
Antigen
Rapid Test
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By starting this test, you are consenting to the
Terms and Conditions of the
Gardian Self Check App.

EASY TO FOLLOW
TEST PROCEDURE

Complete Your Test 3/16

Wash your hands thoroughly.

Mew Test New Test

- New Test G

Complete Your Test 8/16 ERmPAStERISAIESS/EE Logout

Immerse swabs in extraction tubes with buffer

Insert the swab approx. 2-2.5cm deep into one nostril.
e = solution and rotate 10 times. Let it work for 1 minute. CDmPIEtE Yﬂ‘ur TESt 13!‘1 E
The absorbent, the tip should be completely immersed

in the nasal cover. Wipe the swab along the inner wall
of the nose in circular movements for about 15
seconds. Repeat with the same swab in the other
nostril.

Turn the tube upside down and add 2 to a maximum
of 3 drops to the sample well (S) of the test cassette.
Do not move the test cassette.

Our step-by-step digital user guides provide simple

explanation of the test procedure at every step.

We provide a full video demo and intro as part of the

software demo.




Interpretation of Results
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POSITIVE POSITIVE INVALID INVALID

Clear, easy-to-read guide to provide an accurate determination of the result.

This is present on the paper IFU and in the SelfCheck Mobile App

Test Results

Visible RED Control Line
RED Test Line

Visible RED Control Line

Pasitive

A red line appears on both
the cantrol line |C) and the
test line (T)

NOTE: Any faint line in the
test line region |T) should be
considered positive. A posi
tive test result means it is
wery likely you cumently have
COVID- 192 disense. Follow
the guidance from your loco
State or Territary Health De-
partment for guidance on
’.ﬂll‘ﬂlrltll an 'e"-'_-"ll'lt;i il mee
essary, ond if unwell seck
medical
assistonce.

The lines shown can vary in
intensity!

MNegative

The red line appears only on
the control line (C), no red
lirve: @y the test line [T).

A negative test result
indicares that you are
unlikedy to cumrently have
COVID- 19 disease. Continue
to follow all applicable rules
end protective measures
when contacting with
others

Infection is not guaronteed
to be excluded. as o low
virus lood or o possible
sampling efmor can result in
@ wrong result. Ifitis
suspected, repeat the test
after 1 - 2 days, as the
coronavirus con not be
precisely detected in all
phases of an infecthon.

ALPHAMeDICS




e

Rapid Antigen Digital ' Rapid Antigen Digital
Certificate Certificate
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SELF TEST CERTIFICATE The App provides an instant test certificate to enable testers to show they have tested
AND NEGATIVE, and are safe to work or enter a venue.
SUPPORT LINES
In the event the Test result is 'POSITIVE' or 'UNCLEAR' access to support numbers is
provided. This is all INCLUDED as part of our service.




User to Test Validation - Unique Test |ID

Each HIGHTOP test comes with a unique ID.

E5E
Ghi
084246

During the test procedure, the test user is directed to QR Code scan or enter the unique ID
number. This links the test to each user and removes the test from the register, so this test ID
can never be used again. This guarantees that every HIGHTOP test taken via the Self Check App
can be validated to each test and user.

EVENT TESTING - An attendee can be sent a QR Code to generate a test within 2-3 days of an
event. This shares the event test result with the organiser or company. Alternatively, the
individual has the option to share their test result with another flow.

For companies also requiring live TEST SUPERVISION, a testing event can also be generated and -
sent, to book in a test event that can take place over video or other.
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Management
Reporting

Simple dashboards provide
early detection of cases

Workers can choose to share their
test data with multiple employers.

Easy to read graphics can show
percentage of workforce tested,
invalid tests and many other metrics
essential for safe working and
effective business continuity.




CUSTOMISE YOUR VIEW

Your dashboard can be customised to suit your setting or view just

local or global view of your workforce.

Test reports can be downloaded or printed and it's easy to use.

ALPHAMEDICS o e R
TEST RESULTS & REPORTING .

Test Results
N Venue N Start Date & Ti End Date & Ti Total Test Created E
— S e === S e S L POS/NEG/INCOMP/REFU/BALANCE —

See all test results across your workforce in real-time R Asendan

- 01/09/2021 13:00 31/12/2021 23:00 3 0/27/1/0/3

o Providers

and downloadable for audit reports. - —
© SMS Templates 15/07/2021 12:30 18/12/2021 15:30 14 0/14/0/0/0
£ Gasdion Users 16/08/2021 06:00 16/08/2021 20:00 8 0/8/0/0/0

This single dashboard can keep a track of testing history ——

o 16/08/2021 04:00 16/08/2021 12:00 26 2/22/2/0/0
and provide report exports as necessary.

24/07/2021 00:30 31/12/2021 00:30 2 0/2/0/0/0

16/08/2021 05:00 16/08/2021 16:00 20 0/18/0/0/2

16/08/2021 05:30 16/08/2021 13:30 14 0/13/0/0/1




Contact

ALPHA-MEDICS AUSTRALIA
133 Market Street,
South Melbourne, VIC 3205

T:03 7022 6852
M: 1800 575090

E: sales@alpha-medics.com.au
W: alpha-medics.com.au

ALPHA-MEDICS GmbH
Kepserstrasse 5 85356 Freising
GERMANY
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