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permission.
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1 Name

This instrument is the Therapeutic Goods (Restricted and Prohibited
Representations—Nicotine) Permission 2021.

2 Commencement

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

Commencement information

Column 1 Column 2 Colun 3
Provisions Commencement Nate/D
1. The whole of The day after this instrument is made. £ 'ne2u.

this instrument

Note:  This table relates only to the provisic'  of this i mentas . ‘nally made. It will
not be amended to deal with any late  mendr ats¢ ‘s irstrument.

(2) Any information in column 3 of the table is* Ht part ¢ * this instrument.
Information may be inserted* .o 'mn,  infe Jation in it may be edited,
in any published version of iis instr .ient.

3 Authority

This instrument s made u. © section 42DK of the Therapeutic Goods Act 1989.

4 Definitions

I e A .nberofex. ionsused in this instrument are defined in section 3 of the Act,

.cludinz e follov.

(a) adv .se;

(b) ¢ ent Poisons Standard;

., ealth practitioner;

(d) medical device;

(e) Register;

(f) supply;

(g) therapeutic goods;

(h) Therapeutic Goods Advertising Code.

In this instrument:
Act means the Therapeutic Goods Act 1989.

established nicotine replacement therapy means a therapeutic good that is

included in the Register, other than a nicotine vaping product, that:

(a) contains nicotine as the only active ingredient; and

(b) has an indication accepted in relation to its inclusion that relates to
assisting with smoking cessation.
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nicotine vaping product has the same meaning as in TGO 110 and includes both
a product that is, and a product that is not, included in the Register.

Note 1:  Nicotine vaping product is defined in section 4 of TGO 110 to mean
a medicine that contains nicotine in solution and that is:
(a) afinished product; and
(b) intended to be vaporised and administered by inhalatior,  ‘ng a
vaping device.

Note 2:  Nicotine vaping products may also be described as nicotine v
liquids, or nicotine e liquids.

Note 3:  Examples of vaping devices include e-cigarettes, e-cigars, hookah
pens, e-pens, e pipes and vape pens.

prohibited representation means a representation referred * nsu.  tion
42DJ(1) of the Act.

relevant person means a retail pharmacy oraphc acy m = .ng grou
Note: A reference to a retail pharmacy includes .. ference .. online
pharmacy.

restricted representation means a repre ntatior < ed to . section 42DD of
the Act.

TGO 110 means the Therapet*’ ds (Stc Yard ' Nicotine Vaping
Products) (TGO 110) Order .J21.

Note: TGO 110isale “lat” -instru 2nt published on the Federal Register
of Legislationat.  w.legisla? n.gov.au.

trade name has’ € same . 3ning as 11 the Therapeutic Goods Regulations
1990.

5 Permission

)

(2)

©)

Fc subse .on 4?DK(1) . he Act, in relation to each item mentioned in the
ta. v chedule , the repi entations specified in column 2 (to the extent that
thosc  =resent” ons are restricted representations) are permitted to be used in
the adve. ~«ents specified in column 3, about the therapeutic goods specified
in column 4, subject to the conditions (if any) specified in column 5.

For seusection 42DK(3) of the Act, in relation to each item mentioned in the
table in Schedule 1, the representations specified in column 2 (to the extent that
those representations are prohibited representations) are permitted to be used in
the advertisements specified in column 3, about the therapeutic goods specified
in column 4, subject to the conditions (if any) specified in column 5.

To avoid doubt, a reference in an advertisement that is made in accordance with
this instrument, relating to therapeutic goods containing a substance included in
Schedule 3, 4 or 8 to the current Poisons Standard or therapeutic goods that are
not included in the Register, is by virtue of this instrument also authorised by the
Australian Government Department of Health for the purposes of subsections
42DL(10) and (12), and 42DLB(7) and (9), of the Act.
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Schedule 1—Permission

Note: See section 5.

Permitted use of restricted and prohibited representations

Columnl Column?2 Column 3 Column 4 Column 5
Item Representation Advertisement Therapeutic Conditions
goods _
1 a representation to an advertisement a nicotine the advert :ment mus
the effect that the about the vaping product,  not:
therapeutic goods therapeutic goods and any (a) be trans  *ed by
are available for made by the associated orte. ian
supply from a relevgmt person vaplpﬂg device inC’ .ng pay aru
reIeva|_f1t person on mentioned in that "~ a medica < _aminc services:
prescription froma  column 2, through devic  sed or
health practitioner one or more of the  exclusi.  ~for , .
o . . he pres Lted:
to assist with following media the vaporic. ™n ) ]
smoking cessation,  under the direct an- (1 wy social media
and may include control of that i vation influencers or
information about person: by ink n of brand
tEe dos?jge formof  (3) a website; the  cotir, ) ar:nbasiador's;lor
the goods (b) social media: V. Ing pro: Jcu (i)t rough socia
media platforms
(c) ap: <erin, . using paid
i lediate promotion; or
p. imit 0, : .
the  uses of (!u) _on k_)lllboards, or
*here ot (iv) in cinema
con; advertising; or
(d) otr. rint (c) contain pictures of
mec the therapeutic
in~ dinga goods; or
cdtalogue (d) contain trade names;
or
(e) contain references to
flavours
2 areprese.. ..unto an advertisement an established
the effect that the about the nicotine
~utic goods therapeutic goods replacement
assist with smoking therapy
A cessation
Note:  The advertisements mentioned in items 1 and 2 of the table in Schedule 1 must comply with

the Act and the Therapeutic Goods Advertising Code, including requirements relating to the
accuracy of the advertisements and the use of mandatory warning statements.
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