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About this compilation

This compilation

This is a compilation of the Therapeutic Goods Act 1989 that shows the text of
the law as amended and in force on 1 September 2021 (the compilation date).

The notes at the end of this compilation (the endnotes) include information
about amending laws and the amendment history of provisions of the compiled
law.

Uncommenced amendments

The effect of uncommenced amendments is not shown in the text of the
compiled law. Any uncommenced amendments affecting the law are accessible
on the Legislation Register (www.legislation.gov.au). The details of
amendments made up to, but not commenced at, the compilation date are
underlined in the endnotes. For more information on any uncommenced
amendments, see the series page on the Legislation Register for the compiled
law.

Application, saving and transitional provisions for provisions and
amendments

If the operation of a provision or amendment of the compiled law is affected by
an application, saving or transitional provision that is not included in this
compilation, details are included in the endnotes.

Editorial changes

For more information about any editorial changes made in this compilation, see
the endnotes.

Modifications

If the compiled law is modified by another law, the compiled law operates as
modified but the modification does not amend the text of the law. Accordingly,
this compilation does not show the text of the compiled law as modified. For
more information on any modifications, see the series page on the Legislation
Register for the compiled law.

Self-repealing provisions

If a provision of the compiled law has been repealed in accordance with a
provision of the law, details are included in the endnotes.

Authorised Version C2021C00376 registered 27/09/2021



Contents

Chapter 1—Preliminary 1
1 SHOTE Il .. 1
2 COMMENCEMENL.....coviiiiiiiiiierieieie ettt et 1
3 INterpretation .........ccoeevererienenienenteeeeeeeeeee 1
3AA Homoeopathic preparations and homoeopathic

StANAATdS. ...co.evviriiiiiicec e 22
3AB Anthroposophic preparations and anthroposophic
StANAATAS. ...covervieiieiciee e
3A Declaration—member of European Community
3B Declaration—country covered by non-EC/EFTA
MRA .o 25
3C Exempting monographs in pharmacopoeias.................... 25
4 ODbJECS OF ACT..cuviiiieiieieniieieri ettt
5 Act to bind Crown
5A Application of the Criminal Code—extended
geographical Jurisdiction ............cceceevereenenienenieneniene 26
6 Operation Of ACt......ceecverierierieieeieieseeieeeete e sae e 26
6AAA Commonwealth consent to conferral of functions
etc. on its officers and authorities by
corresponding State [aws.........cccceveveeirenenineneneeee 27
6AAB When duty imposed...........cocevevenierieineninineeeece 28
6AAC Imposing duty under State [aw ..........ccoceeveeieienieneniene 29
6AAD Conferral of jurisdiction on federal courts..........c............ 30
6AAE Consequences of State law conferring duty,
function or power on Commonwealth officer or
Commonwealth authOrity .........cceevevievceesiieiereeiese e 31
6B Review of certain decisions under State laws.................. 32
6C Fees payable to Commonwealth under State laws........... 32
7 Declaration that goods are/are not therapeutic
TAA
TA
7B
7C Secretary may arrange for use of computer
programs to make deciSions ............cecerueenene
7D Form for product information for medicine
8 Power to obtain information with respect to
therapeutic SOOdS.......evverirrieriieieriieie et 36
Therapeutic Goods Act 1989 i
Compilation No. 81 Compilation date: 01/09/2021 Registered: 27/09/2021

Authorised Version C2021C00376 registered 27/09/2021



9

Arrangements with States etc. ..........

............................... 37

Chapter 2—Australian Register of Therapeutic Goods 39

Part 3-1—Standards

9A Australian Register of Therapeutic Goods...........cc.c.c..... 39
9C Inspection of entries in Register.........coceeveveeviencenennene 40
9D Variation of entries in Register..........ccoccevvevierercienieenens 41
9E Publication of list of goods on Register............cccceeuennenne. 46
9F Removal of entries from Register.........ccccvveerierieninnens 47
9G Criminal offences for false statements in requests
for variation of entries in Register.........c..ccovevenciccnnne 48
9H Civil penalty for false statements in requests for
variation of entries in Register.........cccecuererienenieneniene 49
Chapter 2A—Prohibition on import, export,
manufacture or supply of therapeutic
goods—international agreements 50
9] Simplified outline of this Chapter ...........ccccoeeververvennennnn. 50
9K Prohibition on import, export, manufacture or
supply of therapeutic goods—international
Yo (15310153 £ F RSP 50
9L Offence and civil penalty..........cccoevvevereeniieiienenieirenens 52
M Application of Customs Act 1901 ...........ccccoceveveenennanns 53
ON Constitutional basis ..........cceceverierieinerinenereeeeeeene 54
Chapter 3—Medicines and other therapeutic goods
that are not medical devices 55
55
10 Determination of standards.........c.ccceceveveninencnenencnnne 55
13 Special provisions relating to Ministerial standards
and default standards............coceeevenieinninineneee 57
13A Special provisions relating to homoeopathic
standards and anthroposophic standards................c..c..... 58
14 Criminal offences for importing, supplying or
exporting goods that do not comply with standards ........ 59
14A Civil penalties for importing, supplying or
exporting goods that do not comply with standards ........ 64
14B Application of Customs Act 1901 ............coeeeeveeeevueanans 66
15 Criminal offences relating to breaching a condition

of aconsent .........oeveeeeeveeeeinneeennn..

ii

Compilation No. 81

Therapeutic Goods Act 1989

Compilation date: 01/09/2021

Authorised Version C2021C00376 registered 27/09/2021

Registered: 27/09/2021



15AA Civil penalty relating to breaching a condition of a
COMSENL L. 67
15AB Conditions relating to exceptional release of
DIOIOZICALS ... 68
Part 3-2—Registration and listing of therapeutic goods 69
Division 1—Preliminary 69
15A Part does not apply to a medical device........cc..coceeuuennenne. 69
15B Application of this Part to a biological ........c..c.ccceeeeuenene 69
16 Therapeutic goods and gazetted groups........cc.cceceevennne. 70
18 EXEMPt OO0AS.....coiiieieiiiieieriieieee et 72
18A Exemption because of emergency ........cccceeeevereeneneene 72
19 Approvals or authorities for certain uses............ceeveeueenne 77
19A Approvals where unavailability etc. of therapeutic
BOOMS 1.ttt ettt ettt ettt ettt st e nae e e 82
19B Criminal offences relating to registration or listing
etc. of imported, exported, manufactured and
supplied therapeutic g00ds ........ccoerieririieneenenieieenne. 85
19C Notice required to adduce evidence in support of
exception under subsection 19B(6) ........cccoeveevevrieniienenns 89
19D Civil penalties relating to registration or listing etc.
of imported, exported, manufactured and supplied
therapeutic Z00dS. ... .cuvvierierieieriieierieeeese e 91
20 Criminal offences relating to notifying the
Secretary and to importing goods exempt under
SECION 18A ..o 93
20A Civil penalty relating to the importation,
exportation, manufacture or supply of sponsored
goods without proper notification..........cc.ceeceevereenennene 95
21 Offence relating to wholesale supply ........cccceeeveereneene 96
21A General criminal offences relating to this Part ................ 97
21B General civil penalties relating to this Part.... ..104
22 General offences relating to this Part..........cccccceevereennne 106
22AA Civil penalty for breaching a condition of an
CXCINPTION 1.ttt ettt sttt bt esbe e 109
22A Criminal offences for false statements in
applications for registration............ccceceeevereneneniennecne 109
22B Civil penalty for false statements in applications
fOr TeIStration .....c.eeveveveeeieiriciiceeecece e 110
Division 1A—Provisional determinations for medicine 111
22C Applications for provisional determination ................... 111
Therapeutic Goods Act 1989 iii
Compilation No. 81 Compilation date: 01/09/2021 Registered: 27/09/2021

Authorised Version C2021C00376 registered 27/09/2021



