Repealed - Therapeutic Goods (Prohibited and

Restricted Representations—Atomo Self
Test) Permission 2019

I, Nicole McLay, as delegate of the Secretary of the tme
following permission.

Dated 2 April 2019 w

Nicole McLay
Assistant Secretary

Regulatory Education gt janc nc
Health Products Regulatl€

Department of H

X




Contents

L UNBIMIE e n 3
2 COMMENCEIMENT ...ttt ettt ettt ettt n e e st e n e s r e nnennees 3
3 AUTNOTIEY 1ttt ettt e nte e e eeenes 3
4 DEFINITIONS ...ttt bbbt bbbttt nae 3
5 Permission—prohibited repreSentation...........ccocveieiieienie e 4
6 Permission—restricted repreSENtatioNn ...........ccevveverieeieiieieeie et ee e eneas 4
A 0T 1SS 4

Schedule 1—Permission: prohibited representation
Schedule 2—Permission: restricted representation
Schedule 3—Fact sheet

10

Schedule 4—Instructions for use

Schedule 5—Label

Schedule 6—Care card

Schedule 7—Repeals w 11
Therapeutic Goods (Prohibited Representations Self-Tes@-act Sheet)
Permission 2019 \ 11

<
S

2 Therapeutic Goods (Prohibited and Restricted Representations—Atomo
HIV Self Test) Permission 2019Error! No text of specified style in document.



1 Name

This instrument is the Therapeutic Goods (Prohibited and Restricted
Representations—Atomo HIV Self Test) Permission 2019.

2 Commencement

(1) Each provision of this instrument specified in column 1 of the table commences,
or is taken to have commenced, in accordance with column 2 of the table. Any
other statement in column 2 has effect according to its terms.

Commencement information

Column 1 Column 2

Provisions Commencement

1. Thewhole of this  The day after this instrument is made.
instrument

Note: This table relates only to the provisions of this ins

3 Authority
This instrument is

4 Definitions

in this instrument are defined in section 3 of the Act,

erapeutic Goods Advertising Code.
n ument:
eans Therapeutic Goods Act 1989.

Atomo HIV Self Test means the Class 4 1VD medical device, Atomo HIV self
test — HIVL/HIV2 antibody IVD, kit, immunochromatographic test (ICT), rapid
(device number 311989), included in the Register with the commencement date
28 November 2018.

care card, in relation to the Atomo HIV Self Test, means the document in
Schedule 6 to this instrument.

Class 4 1VD medical device has the same meaning as in the Regulations.

fact sheet, in relation to the Atomo HIV Self Test, means the document in
Schedule 3 to this instrument.



7 Repeals

instructions for use, in relation to the Atomo HIV Self Test, means the
document in Schedule 4 to this instrument.

instructional video, in relation to the Atomo HIV Self Test, means the on-line
instructional video referenced in the specific conditions in the entry on the
Register for the Atomo HIV Self Test.

label, in relation to the Atomo HIV Self Test, means the document, of part of the
document, in Schedule 5 to this instrument.

prohibited representation has the same meaning as in subsection 42DJ(1) of the
Act.

For subsections 42DK(2) and (3 i ion to each item, the
prohibited representati ifi of the table in Schedule 1 to this

(@ onthelab
(b) onthep

epresentations specified in column 2 of the table in Schedule 2 to this instrument
a grmitted to be used in an advertisement specified in column 3 of the table,
abaut the therapeutic goods specified in column 4 of the table, subject to the
conditions (if any) specified in column 5 of the table of that Schedule.

Each instrument that is specified in Schedule 7 to this instrument is repealed as
set out in the applicable items in that Schedule.
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Schedule 1—Permission: prohibited representation

Note: See section 5.

Permitted use of prohibited representation

Column1 Column 2 Column 3 Column 4 Column 5
Item Prohibited representation Advertisement Therapeutic Condition
goods
1 a representation regarding  fact sheet Atomo HIV
the treatment, cure, Self Test

prevention, diagnosis

(including screening),

monitoring or susceptibility

of, or pre-disposition to:

(@) sexually transmitted
diseases; and

(b) human
immunodeficiency
virus and acquired
immune deficiency
syndrome (HIV AIDS)

2 a representation regarding
the treatment, cure,
prevention, diagnosis

(including screening),

monitoring or suscepti

omo

the advertisements
specified in column
3 must only be:

(@) published or
disseminated by
means of the
website; or

(b) distributed with
the goods
specified in
column 4

each of the Atomo HIV
following: Self Test

(@) instructional
video;

(b) other online

(a) sexually transmitted content
diseases; and

(b) human
immunodeficiency
virus and acquired
immune deficiency
syndrome (HIV AIDS)

the advertisement
specified in column
3 must only be
published or
disseminated by
means of the
website




Schedule 2—Permission: restricted representation

Note: See section 6.

Permitted use of restricted representation

Column1 Column 2 Column 3 Column 4 Column 5

Item Restricted Advertisement Therapeutic Condition
representation goods

1 arepresentation that  instructions for ~ Atomo HIV the advertisement specified
refers to one or use Self Test in column 3 must only be:
more serious forms
of bleeding
disorders, including
haemophilia
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Schedule 3—Fact sheet

Note: See section 4, definition of fact sheet.

ALMEALAH FEDEANON
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Lol fh. el e HIY

Oin 2B Movember 2018, an HI\V self-test was approved for sale in
Australia for the first tme. The HIV self-test was made available for
sale on 26 March 2019

0 WHO SHOULD BE TESTING FOR HIV?

HIV testing is aporopriate for amyone who may have been exposed
to HIV. HIV exxposure can ooour through sesusl contact without the
use of an effective HIV prewention strategy (zuch as treatment &=
prevention, PrEP or condoms). sharing of needles or exposure to
bedily fiuids such as blood. HIV cannot be traremitted through casual
contact such as huggng. kissing, or other skin to skin contact

People who should consider routine, regular HIV testing include:
= gay and bisexual men and other men who have sexwith men

trans and gender diverse people

people who inject drugs

people who have muitiple partmers or recent partner =
saxual and injecting partners of people Iving with

pecple who are from, have travelled to,or b
orevalence countries

For gay and bisexual men, it is recor

four times per year.
@ )
#est

o WHAT IS AN ¥’
An HV selftest iso”

4 bottle of
asposal bag,

privacy of your r
HIV =elf-test -
use. After
rasulf
v questions or

| @
.« WORK?

nick blood test The result is provided within
IR After performing the test.

< selein Australis, the
dy bury devices approved for
acourate and that the device &

LAST UPDATED: 22 MARCH 2019

HIV SELF-TEST FACT SHEET

e HOW ACCURATE IS THE TEST?

The HIV self-test has been shown in lab
identify 39.60% of HIV negative and M~

nrrectly

Like other HIV tests, the seifte-
recently aoguired. For the H”
manths. This mears the*
acquired in the last i

IF o think you
it is importar-
the paoter

be i

H

.dling

2 online at the following
_uwill be required to watch an
_«r uze of the test prior to completing

. o distributed or sold by arganisations such
.ou can find a list of relevant local crganizations o
g8 HV selftest hare.

/ WHAT HAPPEMS IF | GET A POSITIVE RESULT?

iVhile the sef-test is very accurate, it is still a screening test. Because
it i5 @ screening test, getting & positive result does not necessarly
mean you have HIV. [ you have received a positive result om the selff-
test, it will =till nead to be confirmed with further testing by a doctor.
You can refer to the enclosed Care Card for more information about
acceszing followup testing.

[f you receive & positive result with the follow-up testing, itis
impartant that you spesk to 3 doctor sbout starting trestment. HIV is
a manageable condition, treatrment today is very effedtdve and those
Iiving with HI' are abie to live long and healthy lives

For more information an HIY seff-testing please contact ARAO on
(02) 9557 9359



Schedule 4—Instructions for use

Note: See section 4, definition of instructions for use.
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Schedule 5—Label

Note: See section 4, definition of label.
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Schedule 6—Care card

Note: See section 4, definition of care card.

CARE CARD

INFORMATION & HELP

For gukdance on using Atomea HIV Sef Test, visit
G www.atomohivtest com or i

YN 1500 235 035

Far HIV support services and further Information, visit

Em.oq.zl

Turn ower for a list of some of the HIV support
sanyioes avaliable acmoss Australla that can assist with

armanging follow up testing.
7 e

. WS M

HIV SUPPORT SERVICES

Genaral health advios bs avallable 24 houwrs a doy with Health Dinec”
24 hour orisis support 15 avallabie ot Lieling

REFERRAL REGUEST
Dear Healthcare Practioner,

HIV SELF TEST USER REQUIRING FURTHER
CONFIRMATORY TESTING.

Thee Atcma HIY Sedf Test gave a positve or
Inconciusiee result for HI (152} antibodies.

The test was performedon
A foliow-up confinmatory lood *
requested.

HEW  Sensl Health Iniolink Lot B g
NT Ok T ﬂ‘fg
‘Sonal Heakth and HYV Senica

aLp iy L «57 5EM
SA  SHRESA 00 794 584

(0%} E165 2672 - okert
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Schedule 7—Repeals

Note: See section 7.

Therapeutic Goods (Prohibited Representations—HIV Self-Test Fact
Sheet) Permission 2019

S
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1 The whole of the instrument
Repeal the instrument.
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