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Repealed Therapeutic Goods (Restricted
Representations—Adrenaline Auto-Injecto = and
Pre-Filled Syringes) Permission 2020

I, Nicole McLay, as delegate of the Secretary of the Departm. of Hec » .ake the
following permission.

Dated 29 July 2020

Nicole McLay

Assistant Secretary

Regulatory Compliance Branch
Health Products Regulation G
Department of Health
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1 Name

This instrument is the Therapeutic Goods (Restricted Representations—
Adrenaline Auto-Injectors and Pre-Filled Syringes) Permission 2020.

2 Commencement

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

Commencement information

Column 1 Column 2 Colur 3 y
Provisions Commencement Date =tai’

1. The whole of this  The day after this instrument is made. 20July -0
instrument

Note:  This table relates only to the provisions”  wns  ~ument«  ‘ginally made. It will
not be amended to deal with any late’ nendme . thisinsu .nent.

(2) Any information in column 3 of the tabi. 1sr° part ¢ « .s instrument.
Information may be inserted in thi~ ~alumn,  infor’ aition in it may be edited,
in any published version of ' _nsu.  nt.

3 Authority
This instrument’ .iaue er s DK of the Therapeutic Goods Act 1989.
4 Definitions
Ne? . “ber o1 ons used in this instrument are defined in section 3 of the Act,

in© .ingthe fo.  ‘ng:
, adv  ise;
(b) dirc .ons for use,
(c) k. practitioner;
., ndications;
(e) label;
(f) Register;
(g) therapeutic goods; and
(h) Therapeutic Goods Advertising Code.

In this instrument:
Act means Therapeutic Goods Act 1989.

prominently displayed or communicated has the same meaning as in the
Therapeutic Goods Advertising Code.

registered medicine means a medicine that is included in the part of the Register
for goods known as registered goods.
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restricted representation means a representation referred to in section 42DD of
the Act.

specified goods means a registered medicine, other than a prescription medicine,
that:

(a) contains:
(i) 0.3 mg/0.3 mL adrenaline (epinephrine); or
(i)  0.15 mg/0.3 mL adrenaline (epinephringe);
as the only active ingredient; and

(b) is in the form of an auto-injector, or pre-filled syrin® , sus. "~ for
administration; and

(c) has an indication accepted in relationto . ‘nclusi  * .(relates ) the
emergency treatment of anaphylaxis.

5 Permission

For subsection 42DK (1) of the Act, inr _.tior Jeac 7 mentioned in the
table in Schedule 1, the restricted representa: ns spe fied in column 2 are
permitted to be used in the ad* .woc  2tssp fier” 1 column 3, about the
therapeutic goods specified  colum® ., subjec. w the conditions (if any)
specified in column 5.

2 Therapeutic Goods (Restricted Representations—Adrenaline Auto-
Injectors and Pre-Filled Syringes) Permission 2020



Schedule 1—Permission: restricted representation

Note: See section 5.

Permitted use of restricted representation

Columnl Column?2 Column 3 Column 4 Column 5

Item Restricted Advertisements Therapeutic Conditions
representations goods .

1 a representation an advertisement specified the representati  must be:
that is to the effect,  about the goods (a) consistent\ % the
expressly or by therapeutic goods directions fo. < of
implication, that the including, but not 2 sgtic. e
therapeutic goods limited to, an nd N
are for the advertisement that v .

o ( acce’ .aniec
emergency 1S ory statr ents
treatment of y o

- (a) on the label of . charer  .ninently
anaphylaxis, and the therapeutic dispree, - or
includes a goods; ~ommunicated, to the
representation that ) .
is contained within (b) onthe . ct of the following:
the name of the package in (i) adrenaline is not
goods which the a substitute for
therapetfic subsequent
goer e emergency
cc  ained, medical or
(c) o ny hospital care; and
ma ) (ii) call 000
ncluc itk immediately after
nackaye i administering
w1 the adrenaline; and
the ggeutic (iif) an additional
go sare
. dose may be
~itained needed while
waiting for
emergency
medical services;
and
(iv) the medicine can
be obtained from
a pharmacy with
a prescription;
and
(v) the medicine can
be obtained from
a pharmacy
without a
prescription
where a
pharmacist is
satisfied that the
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Permitted use of restricted representation

Columnl Column?2 Column 3 Column 4 Column 5

Item Restricted Advertisements Therapeutic Conditions

representations

goods

relevant ~erson
has beer,  ~essed
by anapprc, ~te
health
practit
needi
adrene
= healu
pre. ‘oner ..
pr «ded that
zrsony ha
formal - .ion

ier as
to carry
2 and

alan

anapnylaxis

a representation
that refers,
expressly or by
implication, to
anaphylaxis; and:
(@) relates to the
proper use of
the therapeutic
goods; or

(b) is made in tt
context 0~
providing
accurate,
" ...
contemr  dry
infor  .on

W the
“apeutir

g()\. .
anaphylaxis

an advertisement
about the
therapeutic goods
including, but not
limited te
adverti© nent th~
is:
@ o e
the
rape.
g s
(b) on
pa agein
~uch the
therapeutic
ds are
co.ifained;
() onany
material
included with
the package in
which the
therapeutic
goods are
contained

sel of

_CITie the
Joods

“resentation must be:
(a) cunsistent with the

directions for use of
the therapeutic goods;

and

(b) accompanied by
advisory statements,
which are prominently
displayed or
communicated, to the
effect of the following:

(i) adrenaline is not a

(i)

(iii)

(iv)

substitute for
subsequent
emergency
medical or
hospital care; and

call 000
immediately after
administering
adrenaline; and

an additional dose
may be needed
while waiting for
emergency
medical services;
and

the medicine can
be obtained from
a pharmacy with a
prescription; and
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Permitted use of restricted representation

Column1l Column2 Column 3 Column 4 Column 5
Item Restricted Advertisements Therapeutic Conditions
representations goods

(v) the med” ‘ne can
be obtainc  om
a pharmacy
without -
prescr’ ion
where
pharme  tis

fied . the
rele  .cpersu.
b< Leer  ssessed
yanap opriate
health r  ctitioner
ang to
carry adrenaline
and the health
practitioner has
provided that
person with a
formal action plan
for anaphylaxis

Note: The specified goods must  mp! .athapp  ible requirements for pharmacist-only
medicines in the Therapeu. .0ds Adve' ing Code, which includes a requirement to

prominently ) MM >~ .nstatements in addition to those specified in
column 5.
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