Therapeutic Goods (Prohibited and Restrir .ed

Representations—Atomo HIV Self Test)
Permission (No. 2) 2019

I, Nicole McLay, as delegate of the Secretary of the Depar. 1t o1 " hake the
following permission.

Dated 10 April 2019

Nicole McLay

Assistant Secretary
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1 Name

This instrument is the Therapeutic Goods (Prohibited and Restricted
Representations—Atomo HIV Self Test) Permission (No. 2) 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 coli . 2
the table. Any other statement in column 2 has effect according to”~ terms.

Commencement information

Column 1 Column 2 Colr in3
Provisions Commencement Da Deta’
1. Thewhole of this  The day after this instrument is made.
instrument
Note: This table relates only to the provisions of thic instrume. - originally made. It will
not be amended to deal with any later 2= ... = ofthis. ument.

(2) Any information in column 3 of the »leis .. of this instrument.
Information may be inserted in this coture , or inl » _daon in it may be
edited, in any published versi~~ of this it rumen’

3 Authority

This instrument is made unc. ~ ction 42" < of the Therapeutic Goods Act 1989.

4 Definitions

Note: Anu of expressiol sed in this instrument are defined in section 3 of the Act,
includir._ = following’

device  ther:
(by «cluded. = Register;
7 label
«d) mec al device;
(¢) Re ter;and
- .crapeutic Goods Advertising Code.

In this instrument:
Act mieans 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.
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Class 4 IVD 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.

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-h,
instructional video referenced in the specific conditions in the entry on” ¢
Register for the Atomo HIV Self Test.

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

prohibited representation has the same meanir as insul :ction .0J(1) of the
Act.

restricted representation has the same meaningas . ction. ™D o7 e Act.
Regulations means the Therapeutic Good= ‘~al Dev. ") Regulations 2002.

serious form, in relation to a disease, c¢ dition~ .. ~t or. derect, has the same
meaning as in subsection 28(1) of the T..crap .tic Gt . 1dvertising Code.

website means the website at = .. mohi. =t.cor .

5 Permission—prohibited represe atic

For subsections 4?7~ ™ ana  of the ” .(, in relation to each item, the
prohibited repre’ .itatior.  ecilic ~olumn 2 of the table in Schedule 1 to this
instrument ar v, rmitted to  used:

(@ onthelab. or

(b) or*"~nackay ~r

(c) unothe .ateria. ~luded with the package; or

(¢ inths .averticemen.,

spu ¢ .incolu’ 13 of the .able, in relation to the therapeutic goods specified

incc ™4 of ctable, subject to the conditions (if any) specified in column 5
of the ta.. . wnat Schedule.

6 Pr aissie..  stricted representation

For subsection 42DK(1) of the Act, in relation to each item, the restricted
representations specified in column 2 of the table in Schedule 2 to this instrument
are permitted to be used in an advertisement specified in column 3 of the table,
about 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.

7 Repeals

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

Column1l Column?2

Column 3

Column 4 Column *

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) i
2 a representation regarding  each of the Atomo IV the advertisements
the treatment, cure, fo!" vy alf Tt specified in column
prevention, diagnosis instrur uns 3 must only be:
(including screening), for o (a) published or
monitoring or susceptibility disseminated by
of, or pre-disposition (b, el means of the
(@) sexually trans tted \ care cau website; or
diseases; a- (b) distributed with
(b) human the goods
imr=~eficiern, specified in
Jsan.  uired column 4
nmune  qciency
/ndr e (HIV \IDS)
3 arep.  atationre cding  each of the Atomo HIV the advertisement
thetrea. * = following: Self Test specified in column
EJ_revent_lon, aragnosis (a) instructional 3 must only be
ncluding screening), video: published or
o .1g or susceptibility ' disseminated by
of, or pre-disposition to: (b) other online means of the
(a) sexually transmitted content website
diseases; and
(b) human
immunodeficiency
virus and acquired
immune deficiency
syndrome (HIV AIDS)
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Schedule 2—Permission: restricted representation

Note: See section 6.

Permitted use of restricted representation

Column1l Column?2

Column 5

Item Restricted
representation

Advertisement Therapeutic

Condition

1 a representation that

refers to one or

more serious forms

of bleeding

disorders, including

haemophilia

instructions for

the advertisemen’ pecified
in column 3 mu¢  nly be:
(@) published or
dise *od by  ns of
*owebsin s
(b) istribi® . with the
o pecified
C. "4
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Schedule 3—Fact sheet

Note: See section 4, definition of fact sheet.

APTEEALB FEEATION
ARYY DARMAMNHATEINE
E'hn-q--—-m

Oin 28 Movember 2018, an HV zelf-test was spproved for sale in

Australia fior the first ime. The HIV self-test was made available for

sale on4 April 2015,

0 WHO 5HOULD BE TESTING FOR HIV?

HIV testing i appropriate for amyone who may have been exposed
to HIV. HIV exposure can ooour through sesusl contact without the
use of an effective HIV prevention strategy (such as treatment s
prevention, PrEP or condoms), sharing of needies or exposure o

bedily fiuids such as blood. HIV cannet be traremitted through casua

contact such &= hugging. kissing, or other skin to skin contact

Peopis who should consider noutine, regular HIV testing includec
Eay and bisemual men and other men who have sexwith men
trans and gender diverse people

* people who inject drugs
people whi have multiple partmers or recent pantner change
==yl and injecting parners of peopie [ving with HV

* people who are from, have ravelied o, or have partners from b
orevalende countries

For gay and bisexus! men, it = recommended to et tested L 2
fiour times per year.

o WHAT 15 AN HIY SELF-TEST?

An HIV selftest is an HIV test that you can srform yourses

privacy of your own home or where,  =a| comfortable. 7

HIV =etf-test available in Australia is dis. ourate and easy
use. After you have completed the test, yo. "~ abls to read
resutt in fifteen minutes.

The HIV self-test iz 3 L cartriog, Nining & P o smip s
similarinsize and/ e a USB = Indiuded in th ~slf-test

packwillbe anHIL  festcar’ |2 aset of instruction:s, e of
te=t fiuid [which B sdagll wthabiood nplel adispo.

7= Cand wil coontattsince ou have questions or
conce ot the e ur result
Therzis =ntly only one L2 ~dfor sde in Australia, the
Atomo b ElfTest |t is important to only buy devices spproved for
sale 20 he sure the result i acourate and that the device =
570 (N

O HOW DOES IT WORK?

“e=t i= 3 finger-pnick blood test The result i provided within
1 Sinutes sfter performing the test

LAST UPDATED: 2 APRIL 2010

HIV

SELF-TEST FACT SHEF™

e HOW ACCURATE I5 THE TEST?

The HIV seif-test has been shown in laboratory testingto ool dy
idientify 99.6% of HI negative and HIV positive samplez.

Like other HIV tests, the saif-test may not detect HIV that is
recently acquired. For the HIV self-test, the wis Ais three
months. This means that the test may notd o HV D heen
acquired in the last three months.

If wou think youw hawd

it is important to speak’
the potential exposure ool
be eligible for post exposure &
HiV scquisition ooourring

9 HOV®  oCH . 'T COST?
il ret \= shipping .nd handling.

The HIV = =t will reta
@wu:n:r { GETON ?

Ttacts gre bleforpl  aseonline at the following
page BLDTIOF -ouwill be required toweatch an
insted nal video on the ooper use of the test prior to completing

exposed ool mithels
\nctor or wit ar
within thi
iz {PE

Jee mant
ealth dinic.
< WOLErS, ol I
b can ool

#v zelftests ¢ 3=0 be distributed or sold by organisations such
as D5 Cowr’ | Youwcan find a st of relevant local organisstions o
ot ing & HIV selftest here.

0 WHAT HAPPEMS IF | GET A POSITIVE RESULT?

‘While the sef-test is very accurate, it is st & screening test Because
itis 8 screening test, getting 3 positive result does not necessanly
mean you have HIV. I you have received & positive resuit on the selif-
test, itwill still need to be confimed with further testing by & doctor.
Yiou can refer to the enclosed Care Cand for more information about
accessing follow-up testing.

If you receive & positive result with the follow-up testing, it s
important that you spesk to 8 doctor sbout starting treatment. HIV is
a manageabie condition, treatment todsy is very effective and those
living with HI'V are abie o live long and heaithy lves

For more information on HIV sef-testing please contact ARSD on
(02) 3557 9399
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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 guidance on using Atoma HIV Saif Test, isit
C8 www.atomohivtest com or i

m 1300 235 035

For HIV support services and further informiation, visit
[ www.akao.orgau

Turn over for a list of some of the HIV
sanyioes avaliabie acmss Austraila that can assist with

armanging follow up testing.

dera P
H L], ey
PRSI o, W M. demiein

REFERRAL REGUEST
Dear Healthcare Practioner,

HIV SELF TEST USER REQUIRING FURTHER
COMFIRMATORY TESTING.

The Atcemi HIY Sedf Test gave a positve or
Inconchusiee result for HAY (152} antibodes.

Thetestwasperdormedon /20

A foliow-up confirmatary biood test for HIV 1S
requested.

HIV SUPPORT SERVICES T
Genaral health advios bs available 24 howrs 2 doy with Health Diect | .
24 hour crisis support 15 avaliabia 2t Litling T4
ACT  (Canboma Samsl Heath Contrs  wewrw b st gowcaushe IZ) 5124 2184
HEW  SensiHealkh mioink [ B N ] 45 B
/B - Darwin
NT  OnkH wwwnt gouswoltcing fopta et sfmmthasth  somed o oo
‘Sexal Fath and HY Servi —
L ey o imjmne) chiv-medioe o ((07) 3837 56T
SA  SHNESH RSN 1300 794 524
wewrw e e pov oy e ==~ {0F) G166 2572 - Hotert
TAS SawmiHeakh Service Tzsmanka =h s b
WL oo Habor Heath wenk ooty {0%) 9855 E700 :
WA 5HO (Semi Haolth Cusrtors)  wewsheLOn.ay 1800 198 105 2
§
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Schedule 7—Repeals

Note: See section 7.

Therapeutic Goods (Prohibited and Restricted Representations—Atomo
HIV Self Test) Permission 2019

1 The whole of the instrument
Repeal the instrument.
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