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Editorial changes
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Medicines, Poisons and Therapeutic
Goods Act 2008

An Act to consolidate and reform the law relating to regulated substances and
regulated therapeutic goods, to give effect to the medicines and poisons standard,

and for other purposes
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me a n s

Chapter 1 Preliminary
Section 1
Chapter 1 Preliminary
1 Name of Act
This Act is theMedicines, Poisons and Therapeutic Goods28€18
3 Dictionary

The dictionary at the end of this Act is part of this Act.

Note 1 The dictionary at the end of this Act defines certain terms used in this
Act, and includes referencesdgnpos definitions) to other terms defined
elsewhere in this Act.

For exampl e, t hauthorsagionfhadertforppg81 ni ti on 6
(Authorisation® disciplinary actionp s ee secti on 1389.
t eranu téh or i s ais defmed inhhatlsaidtd fiordpart 8.1.

Note 2 A definition in the dictionary (including a signpost definition) applies to
the entire Act unless the definition, or another provision of the Act,
provides otherwise or the contrary intention otherwise appears (see
Legislation Act s155 and 456 (1)).

4 Notes
A note included in this Act is explanatory and is not part of this Act.
Note See thd_egislation Act s 127(1), (4) and (5) for the legal status of notes.
5 Offences against Actd application of Criminal Code etc

Other legislation applies in relation to offences against this Act.

Note 1 Criminal Code
The Criminal Code ch 2 applies to all offences against this Act (see
Code, pt 2.1).

The chapter sets out the general principles of criminal responsibility
(including burdens of proof argéneral defences), and defines terms used
for offences to which the Code applies @@mduct intention,
recklessnesandstrict liability).

Note 2 Penalty units
The Legislation Act s 133 deals with the meaning of offence penalties
that are expressed in penalty units.
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Operation of Act Chapter 2

Section 6

Chapter 2 Operation of Act
6 Objects
(1) The main object of this Act is to promote and protect public health

(2)

3)

and safety by minimisirtdy

(@)

(b)
()
(d)

(e)

accidental andleliberate poisonings by regulated substances;
and

medicinal misadventures related to regulated substances; and
the diversion of regulated substances for abuse; and

the manufacture of regulated substances that are subject to
abuse; and

harm from regulated therapeutic goods.

The objects of this Act also include ensuring éhat

(@)

(b)

consumers of prescription medicines have adequate information
and the understanding necessary to allow them to use the
medicines safely and effectively;@n

consumers of noprescription medicines have adequate

information and the understanding to allow them to select the
most appropriate medicines for their condition and to use the
medicines safely and effectively, taking into account the
condition oftheir health.

In regulating the dealings ofiealth practitioners oweterinary
practitionerswith regulated substances, the chief health officer may,
but need not, choose to take disciplinary action rather than pursuing
prosecutions under this Act the chief health officer believes it
would be in the public interest to do so.
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Chapter 2

Section 7

Operation of Act

(4)

(1)

(2)

In this section:

non-prescription medicine means a medicine other than a
prescription medicine.

prescription medicinemeans a prescription only medicine or
controlled medime.

Appropriate prescription and supply of medicines

A health practitioner or seterinary practitionewho prescribes or
supplies a medicine must ensure that the prescription or supply of the
medicine is for a quantity and purpose that is condisigth the
recognised therapeutic standard of what is appropriate in the
circumstances.

Subsection (1) does not apply to wholesale supply.

Obligations under other territory laws

The obligations under this Act are additional toab&gations under
any other territory law unless this Act, or the other law, provides
otherwise.

Example

If there is an obligation under tii#gangerous Substances Act 208 under tts
Act in relation to a particular substance, both obligations must be complied with in
relation to the substance unless either Act provides otherwise.

Inconsistency between Act and medicines and poisons
standard

This Act prevails if there is an incongsty between this Act and the
medicines and poisons standard.
Note A reference to an Act includes a reference to the statutory instruments

made or in force under the Act, including any regulatemel_egislation
Act, s 104).
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Operation of Act Chapter 2

Section 9A

9A

(1)

(2)

Application of Act to certain cannabis use not prohibited
under Drugs of Dependence Act 1989

The defined provisions of this Act do not apply to an adult to the
extent that the substance is an amount mhahis that the adult is not
prohibited from cultivating or possessing under tbeugs of
Dependence Adt989

In this section:

defined provisions of this Aaneans the following:

(a) section 26 (2) (Supplying declared substances);

(b) section 33 (Manufacturing regulated substances);

(c) section 35 (1) (Obtaining certain declared substances);
(d) section 36 (Possessing certain declared substances);

(e) sedion 37 (2) (Administering certain declared substances).
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Chapter 3 Important concepts
Part 3.1 Substances to which Act applies

Section 10

Chapter 3 Important concepts

Part 3.1 Substances to which Act applies

10 Meaning of regulated substanced Act
In this Act:
regulated substancemeans a medicine, poison, prohibited substance
or schedle 10substance.
11 Medicine-related definitions
(1) In this Act:
medicinemean$
(&) a pharmacy medicine; or
(b) a pharmacist only medicine; or
(c) a prescription only medicine; or
(d) a controlled medicine.
(2) In this Act:

controlled medicinemeans a substance to which thedicines and
poisons standaréchedule 8 applies.

Note Schedule 8 medicines are prescription medicines hthae additional
restrictions to reduce misuse or dependefide schedule includes some
derivatives of tk scheduled medicines (see s 16 (2)).

pharmacist only medicineneans a substance to which thedicines
and poisons standarsichedule 3 applies.

Note Schedule 3 medicines are medicines that require advice from a
pharmacist to be used safeljhe scheduléncludes some derivatives of
the scheduled medicines (see s 16 (2)).
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Important concepts Chapter 3
Substances to which Act applies Part 3.1

Section 12

12

(1)

)

pharmacy medicineneans a substance to which thedicines and
poisons standargchedule 2 applies.

Note Schedule 2 medicines are medicines that may require advice from a
pharmacist tde used safely. The schedule includes some derivatives of
the scheduled medicines (see s 16 (2)).

prescription only medicineneans a substance to which thedicines
and poisons standarsichedule 4 applies.

Note Schedule 4 medicines amaedicines (including prescription animal
remedies) that are available from a pharmacy on prescriptibme
schedule includes some derivatives of the scheduled medicines
(sees16(2)).

Poison-related definitions

In this Act:

poisonmeang

(@) alow harm poison; or

(b) a moderate harm poison; or
(c) adangerous poison.

In this Act:

dangerous poisormeans a substance to which thedicines and
poisons standaréchedule 7 applies.

Note Schedule 7 applies to substances with a high potentiabigsing harm.
The schedule includes some derivatives of the scheduled substances
(sees 16 (2)).

low harm poisonmeans a substance to which tedicines and
poisons standaréchedule 5 applies.

Note Schedule 5 applies to substances with a low potdbtizausing harm.
The schedule includes some derivatives of the scheduled substances
(sees 16 (2)).
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Chapter 3 Important concepts
Part 3.1 Substances to which Act applies

Section 13

moderate harm poisomeans a substance to which thedicines and
poisons standargchedule 6 applies.

Note Schedule 6 applies to substances with aerate potential for causing
harm. The schedule includes some derivatives of the scheduled
substances (see s 16 (2)).

13 Meaning of prohibited substance and schedule 10
substanced Act

(1) Inthis Act:
prohibited substanc&

(&) means a substancewdich the medicines and poisons standard,
schedul&® applies; but

(b) does not include cannabis food products.

Note Sch 9 substances are generally illegal substances that are subject to abuse.
They include some derivatives of the scheduled substaness16€2)).

schedule 10 substanegeeans a substance to which thedicines and
poisons standargchedule 10 applies.

Note Sch 10 substances are substances, other than those in sch 9, the sale,
supply and use of which is prohibited because ofitgree of danger to
health they represent. The schedule includes some derivatives of the
substances to which the schedule applies{4642)).

(2) In this section:

cannabis food produé see theDrugs of Dependence At989
section6.
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Important concepts Chapter 3

Therapeutic goods to which Act applies Part 3.2
Section 14
Part 3.2 Therapeutic goods to which Act
applies
14 Meaning of regulated therapeutic goodd Act

In this Act:
regulated therapeutic goothean$

(&) any of the following within the meaning ole Therapeutic
Goods Act 1989Cwilth) as prescribed by regulation:

(i) atherapeutic good (other than a regulated substance);
(i) a medical device;
(i) atherapetic device; or

(b) anything else (other than a regulated substance) prescribed by
regulation.
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Chapter 3 Important concepts

Part 3.3 Medicines and poisons standard

Section 15

Part 3.3 Medicines and poisons standard
15 Meaning of medicines and poisons standardd Act

(1) Inthis Act:

medicines and poisons standardeans the poisons standard, as in
force from time to time and as modified by regulation (if any).

Note For the public availability and inspection of a copy of tiredicines and
poisons standardee <.8.

(2) For subsection (1), but subject to any madifion prescribed by
regulatiord

(&) an amendment of a current poisons standard takes effect on the
date notified under th&herapeutic Goods Act 198€wilth),
section 52D (4) (b); and

(b) a new poisons standard takes effect on the date of effect
notified under the Therapeutic Goods Act 1989Cwith),
section52D (3) (b).

(3) In this section:

current poisons standard see theTherapeutic Goods Act 1989
(Cwilth), section 52A, definition afurrent Poisons Standard

new poisons standd means a document prepared under the
Therapeutic Goods Act 198Gwilth), section 52D (2) (b).

poisons standardneans a document made under Tierapeutic
Goods Act 1989Cwilth), section 52D (2).
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Important concepts Chapter 3
Medicines and poisons standard Part 3.3

Section 16

16 Interpretation provisions in medicines and poisons
standardd application to Act
(1) A term defined in the medicines and poisons stah(lather than the
definition of poison has the same meaning in this Act.

Note The medicines and poisons standard
substance or preparation (whether it is a medicine, poison or prohibited
substance) included in a schedule he standard (semedicines and
poisons standargt 1, defpoison).

(2) A provision of the medicines and poisons standard relating to the
interpretation of the standard applies in the interpretation of this Act.

Example

If the medicines and poisons stardiarovides that, subject to stated exceptions, a

reference to a substance in a schedule or appendix to the standard includes every

salt, active principle or derivative of the substance, then a reference to the substance
in this Act includes, subject to éhexceptions, a reference to each salt, active
principle or derivative of the substance.

Note A reference to an Act includes a reference to the statutory instruments
made or in force under the Act, including any regulatsmel_egislation
Act, s 104).

17 When medicines and poisons standard applies to

substances

For this Act, a schedule or appendix of the medicines and poisons

standarchppliesto a substance in a circumstanc® if

(a) the substance is included in the schedule or appendix; and

(b) eithe®

() an exclusion in the standard does not, in the circamaest,
exclude the substance from the operation of the schedule
or appendix; or

R22 Medicines, Poisons and Therapeutic Goods Act 2008 page 11
31/01/20 Effective: 31/01/20-22/06/21

Authorised by the ACT Parliamentary Counseld also accessible at www.legislation.act.gov.au

us

€


http://www.legislation.act.gov.au/a/2001-14
http://www.legislation.act.gov.au/a/2001-14

Chapter 3

Important concepts

Part 3.3 Medicines and poisons standard
Section 18
(i) if a restriction is mentioned in the standard for the
substancé the restriction applies in relation to the
substance in the circumstance.
Exampled par (b) (ii)
Substance X is included in sch 4 (Prescription only medicine) of the
medicines and poisons standard. Its listing is followed by the
restriction 6for human therapeutic
in another schedule or an appendix of the standdrge standard
applies to substancéonly for human therapeutic use.
Note See also 8 (Inconsistency between Act and medicines and
poisons standard).
18 Inspection of medicines and poisons standard

The chief health officer must ensure that a copy of theicimees and

poisons standard (including any amendments of the standard) is made

available for inspection free of charge to the public on business days

at reasonable times at an office administered by the chief health

officer.
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Important concepts Chapter 3

Other important concepts Part 3.4
Section 19
Part 3.4 Other important concepts
19 Meaning of deals with a regulated substanced Act

(1) For this Act, a persodealswith a regulated substance if the person
does 1 or more of the following:

(&) manufactures the substance;
(b) obtains the substance;
(c) possesses the substance;
(d) supplies the substance;
(e) administers the substance;
() discards the substance;
(g) issues a purchase order for the substance;
(h) if the substance is a medicthe
() prescribes the medicine; or
(i) issues a requisition or standing ordertfer medicine;

(i) if the substance is a dangerous poison, prohibited substance or
schedule 1@ubstancé gives a written or oral directiondo

(i) supply the poison or substance for administration to a
person; or

(i) administer the poison or substance person.

(2) For this Act, a person alstealswith a regulated substance if the
regul ated substance otherwise comes
possession, including, for example, if the person loses or finds the
regulated substance or the stamce is stolen from the person.
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Part 3.4

Section 20

Important concepts
Other important concepts

20

(1)

(2)

When authorised to deal with regulated substances

For this Act, a person authorisedto deal with a medicine, low harm
poison or moderate harm poisoad if

(a) the person has a licence or permit under a Commonwealth Act,
this Act or another territory law that authorises the dealing; or

Note A reference to an Act includes a reference ttustay instruments
made or in force under the Act, including any regulation and any
law or instrument applied, adopted or incorporated by the Act (see
Legislation Act s 104).

(b) the person may or must deal with the medicine or poison under
a Commonwealth Act, this Act or another territory law; or

(c) the chief health officer approves the dealing under a regulation;
or

(d) the dealing is otherwise authorised by regulation.

Examples of Commonwealth Actsd pars (a) and (b)

Customs (Prohibited Imports) Regulations 195&rcotic Drugs Act 196and
Therapeutic Goods Act 1989

Examples of when person may or must deal with medicinesd par (b)

1 the person is a dentist andregulation allows dentists to administer the
medicine

2 the person is authorised under tHealth Professionals (Special Events
Exemptions) Act 2008 10 (1o issue a written presption for the medicine

Note For the supply of a regulated substance by wholesale, see s (4).

For this Act, a person suthorisedto deal with a dangerous poison,
prohibited substance schedule 18ubstance &

(a) the person may or must dealtlwthe poison or substance under
a Commonwealth Act, this Act or another territory law; or

(b) the person has a licence under this Act that authorises the
dealing.
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Important concepts Chapter 3
Other important concepts Part 3.4

Section 20

(3) However, for subsection (2), a person asithorised for an
administratiorrelated deahg with a dangerous poison, prohibited
substance aschedule 1@ubstance for human use only if

(a) the dealing is authorised by a licence for the purposes of research
at a recognised research institution; and

(b) the research is approved by a humaeaech ethics committee
that is constituted in accordance with, and acting in compliance
with, the NHMRC National Statement on Ethical Conduct in
Research Involving Humar(4¢999), as in force from time to
time.

Note Administration-related dealing NHMRC and recognised research
institutiond see s (5).

(4) Also, for this Act, a person iauthorisedto supply a regulated
substance by wholesal®if

(@) the person is authorised (however described) under a
corresponding law to supply the substance by wholesaté;

(b) the person does not have a place of business in the ACT; and

(c) if a condition or restriction applies to the person under the
corresponding law or is prescribed by reguladidhe person
complies with each condition or restriction; and

(d) the dief health officer has not, under p8&ri (Authorisationd
disciplinary action), prohibited the person from supplying the
substance by wholesale in the ACT.

Note Wholesal® see the dictionary.
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Chapter 3
Part 3.4

Section 20

Important concepts
Other important concepts

(5) In this section:

administrationrelated dealing in relation to a dangerous poison,
prohibited substance oschedule 10substance for human use,
mean$

(@)

(b)

()

giving a written or oral direction to administer the poison or
substance, or supply the poison or substance formasinaition,
to a person; or

supplying the poison or substance for administration to a person;
or

administering the poison or substance to a person.

NHMRC means the National Health and Medical Research Council
under theNational Health and Medical Research Council Act 1992
(Cwilth).

recognised research institutiomeans any of the following:

(@)
(b)
(©)
(d)
(e)

(f)

(@)
(h)

the Australian Catholic University;
the Australian National hiversity;

the Canberra Hospital;

the Canberra Institute of Technology;

the Commonwealth Scientific and Industrial Research
Organisation;

the University College within the Australian Defence Force
Academy;

the University of Canbea,;

any other entity prescribed by regulation.
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Important concepts Chapter 3

Other important concepts Part 3.4
Section 21
21 Meaning of deals with a regulated therapeutic goodd Act

For this Act, a persodealswith a regulated therapeutic good if the
person supplies the good.

22 When authorised to deal with regulated therapeutic
goods

(1) For this Act, a person isuthorised to deal with a regulated
therapeutic good d&

(@)

(b)

()

(d)

the person has a licence or permmter a Commonwealth Act,
this Act or another territory law that authorises the dealing; or

the person may or must deal with the good under a
Commonwealth Act, this Act or another territory law; or

Note A reference to an Act includes a reference abusory instruments
made or in force under the Act, including any regulation and any
law or instrument applied, adopted or incorporated by the Act (see
Legislation Act s 104).

the chief health officer approves the dealing under a regulation;
or

the dealing is otherwise authorised by regulation.

(2) Also, for this Act, a person iauthorisedto supply a regulated
therapeutic good by wholesalé if

(@)

(b)
(©)

the person is authoed (however described) under a
corresponding law to supply the good by wholesale; and

the person does not have a place of business in the ACT; and

if a condition or restriction applies to the person under the
corresponding law or iprescribed by regulatiénthe person
complies with each condition or restriction; and
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Important concepts
Other important concepts

23

24

(d) the chief health officer has not, under it (Authorisationd
disciplinary action), prohibited the person from supplying the
good by wholesale in the ACT.

Note Wholesal®d see the dictionary.

Meaning of supply authorityd Act

In this Act:

supply authorityy each of the following is aupply authority
(a) a written prescription;

(b) a written requisition;

(c) a purchase order;

(d) a standing order;

(e) a docurent that purports to be a document mentioned in
paragraph (a), (b), (c) or (d).

Note A purchase order and standing order must be in writing (see the
definitions of these terms in the dictionary).

Meaning of possess, sell and supplyd Act

In this Act:

pos®ss for a regulated substance, includes the following:
(a) receive or obtain possession of the substance;

(b) have control over the disposition of the substance (whether with
or without custody of the substance);

(c) have joint possession of the sulnst
sellincludes the following:

(a) offer or expose for sale;

page 18

Medicines, Poisons and Therapeutic Goods Act 2008 R22
Effective: 31/01/20-22/06/21 31/01/20

Authorised by the ACT Parliamentary Counseld also accessible at www.legislation.act.gov.au



Important concepts Chapter 3
Other important concepts Part 3.4

Section 24

(b) dispose of by any method for value (or offer or expose for
disposal by any method for value);

(c) possess for sale or disposal for value.
supplyd
(&) includes the following:
(i) sell(or offer or expose for sale);
(i) dispense;
Note Dispensemeans supply on prescription (see dict).
(i) supply under a requisdn or standing order;

(iv) dispose of by any method for free (other than by
discarding)but

(b) does not include administer.
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Chapter 4 Offences relating to regulated substances

Part 4.1 Dealings with regulated substancesd offences
Division 4.1.1 Preliminary
Section 25
Chapter 4 Offences relating to regulated
substances
Part 4.1 Dealings with regulated
substancesd offences
Division 4.1.1 Preliminary
25 Meaning of declared substanced pt 4.1
In this part:

declared substancmean$

(&) a medicine; or

(b) a dangerous poison; or

(c) a prohibited substance; or
(d) aschedule 18ubstance; or

(e) a low harm poison, or moderate harm poison, prescribed by

regulation.
Division 4.1.2 Declared substancesd supply
26 Supplying declared substances

(1) A person commits an offenceif
(a) the person supplies a declared substance to someone else; and

(b) the person is not authorised to supply the substance to the other
person.

Maximum penalty: 500 penalty units, imprisonment for 5 years or
both.

Note Supplyincludes sell or offer to sell (see s 24).
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Offences relating to regulated substances Chapter 4

Dealings with regulated substancesd offences Part 4.1
Declared substancesd supply Division 4.1.2
Section 27

(2) A person commits an offenceif

27

(a) the person supplies a declared substance to himself or herself;
and

(b) the person is nauthorised to supply the substance to himself
or herself.

Maximum penalty: 500 penalty units, imprisonment for 5 years or
both.

Supplying declared substances on invalid supply
authoritiesd strict liability offences

(1) A person commits an offencéif

(a) the person is authorised to supply a declared substance on a
supply authority; and

(b) the person supplies the declared substance on a supply authority;
and

(c) 1 or more of the following apply in relation to the supply
authority:

(i) all or part d the authority is illegible;
(i) the authority has been changed;
(i) the authority has been mar ked

(iv) for a supply authority for a declared substance that is a
controlled mediciné the authority is issued more than
6 months before # date the substance medicine is
supplied;

(v) for a supply authority for a declared substance other than a
controlled mediciné the authority is issued more than 1
year before the date the substance is supplied.

Maximum penalty: 50 penalty units.
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Chapter 4 Offences relating to regulated substances

Part 4.1 Dealings with regulated substancesd offences
Division 4.1.2 Declared substancesd supply
Section 28

(2) Subsection (1) (c) (i) and (ii) do not apply in relation to the supply of
a declared substance by a person if, before the supply, the person
checks the content of the supply authority with the person who issued
the authority (thessuen and®

(a) the supplyis in accordance with the authority as confirmed by
the issuer; or

(b) if the authority is a prescriptién

() the authority is changed by a pharmacist at the oral
direction of the issuer; and

(i) the pharmacist notes the change on the authority as
prescribed by regulation; and

(i) the supply is in accordance with the authority as changed.

(3) Subsection (1) does not apply to an employee or agent of a person
(the principal) if the employee or agent supplies the declared
substance at the directiohtbe principal.

4 To remove any doubt, Ssubsection
liability for the offence under section 171 (Acts and omissions of
representatives of individuals).

(5) An offence against subsection (1) is a strict liability offen

28 Supplying declared substances on invalid supply
authoritiesd recklessness

A person (thesupplier) commits an offencedf

(&) a supply authority is issued by a person who is not authorised to
issue the authority; and

(b) the supplier supplies a dackd substance on the supply
authority; and
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Offences relating to regulated substances Chapter 4

Dealings with regulated substancesd offences Part 4.1
Declared substancesd supply Division 4.1.2
Section 29

29

(1)

(2)

(c) the supplier is reckless about whether the supply authority is
issued by someone who is not authorised to issue it.

Maximum penalty: 100 penalty units, imprisonment for 1 year or
both.

Supplying declared substances on invalid supply

authoritiesd other offences

A person commits an offenceéif

(a) the person supplies a declared substance on a supply authority;
and

(b) 1 or more of the following apply in relation to the supply
authority:

(i) the person knows the authority was obtained because of
false information given to the person (tlesue) who
issued the authority;

(i) the person could reasonably believe that the authority has
been changed by someone other than the issuer;

(i) the person could reasonably believe that the authority is
false in a material particular.

Maximum penalty: 100 penalty units, imprisonment for 1 year or
both.

However, subsection (1) (b) (ii) does not apply to the supply of a
declared substance by a pers$id

(a) before supplying the substance, the person checks whether the
change to the supply authority was made by the issuer; and

(b) the issuer confirms the change.
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Chapter 4 Offences relating to regulated substances

Part 4.1 Dealings with regulated substancesd offences
Division 4.1.2 Declared substancesd supply
Section 30

(3) Further, subsection (1) (b) (ii) does not apply to the supply of a
declared substece on a prescription or requisitiod if

(a) before the substance is supplied by the person, the prescription
or requisition is changed at the oral direction of the issuer; and

(b) the person notes the change on the prescription or requisition as
prescrbed by regulation.

30 Cancellation etc of invalid supply authorities for declared
substances

(1) In this section:

relevant circumstancgin relation to a supply authority given to a
person to supply a declared substance, ndeans

(a) all or part of the atinority is illegible; or
(b) all or part of the authority has been obliterated; or

(c) 1 or more of the following apply in relation to the supply
authority:

(i) the supply authority was issued by someone who was not
authorised to issue it;

(i) the peson knows the authority was obtained because of
false information given to the person (tlssuer) who
issued the authority;

(i) the person could reasonably believe that the authority has
been changed by someone other than the issuer;

(iv) the person could reasonably believe that the authority is
false in a material particular;

(v) the person could reasonably believe that the supply
authority is a forgery.
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Offences relating to regulated substances Chapter 4

Dealings with regulated substancesd offences Part 4.1
Declared substancesd supply Division 4.1.2
Section 31

(2) A person commits an offenceif

(a) the person is authorised to supply a declardastance on a
supply authority; and

(b) the person is given a supply authority for the supply of the
substance; and

(c) arelevant circumstance applies in relation to the authority; and

(d) the person does not cancel the authority as prescribed by
regultion.

Maximum penalty: 100 penalty units, imprisonment for 1 year or
both.

Note For how long a cancelled supply authority must be kept, see s 47.
31 Supply of certain declared substancesd information for
chief health officer
(1) A person commits an offee ifd
(a) the person supplies any of the following on a supply authority:
(i) amonitored medicinge

(i) a declared substance (other thamanitored medicing
prescribed by regulation; and

(b) the person does not give the chief health officer theired
information as prescribed by regulation.

Maximum penalty: 100 penalty units, imprisonment for 1 year or
both.

(2) A person commits an offenceif

(a) the person supplies any of the following otherwise than on a
supply authority:

(i) amonitored nedicine
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Chapter 4 Offences relating to regulated substances

Part 4.1 Dealings with regulated substancesd offences
Division 4.1.2 Declared substancesd supply
Section 32

(i) a declared substance (other thamanitored medicing
prescribed by regulation; and

(b) the person does not give the chief health officer the required
information as prescribed by regulation.

Maximum penalty: 100 penalty units, imprisommhéor 1 year or
both.

(3) Strict liability applies to subsection (1) (b) and subsection (2) (b).
(4) In this section:

required information means the information prescribed by

regulation.
32 Information about invalid supply authorities for chief
health officer
(1) A person commits an offenceif
(a) the person cancels a supply authority for a declared substance
prescribed by regulation for section 30 (Cancellation etc of
invalid supply authorities for declared substances); and
(b) the declaredubstance &
(i) a prescription only medicine; or
(i) a controlled medicine; or
(i) a dangerous poison; or
(iv) another declared substance prescribed by regulation; and
(c) eithe®
(i) the person fails to tell the chief health officer and ageoli
officer about the authority and the reason for cancelling the
authority immediately after cancelling it; or
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Offences relating to regulated substances Chapter 4

Dealings with regulated substancesd offences Part 4.1
Declared substancesd supply Division 4.1.2
Section 32

(i) not later than 24 hours after the relevant circumstance
under section 30 happens, the person fads to

(A) tell the chief health officerin writing, about the
reason; and

(B) give the chief health officer a copy of the cancelled
authority.

Maximum penalty: 100 penalty units, imprisonment for 1 year or
both.

(2) A person commits an offenceif

(a) the person supplies a declared substanta supply authority;
and

(b) the declared substancéis
(i) a prescription only medicine; or
(i) a controlled medicine; or
(i) a dangerous poison; or
(iv) another declared substance prescribed by regulation; and

(c) after the person suppliebet substance the person becomes
aware of any of the following (theesignated circumstange

(i) the supply authority was issued by someone who was not
authorised to issue it;

(i) the supply contravened a provisiom of

(A) section 27 (1) (c) (Supplyindeclared substances on
invalid supply authoritie® strict liability offences);
or

(B) section 29 (1) (b) (Supplying declared substances on
invalid supply authoritie® other offences); and
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Chapter 4 Offences relating to regulated substances

Part 4.1 Dealings with regulated substancesd offences
Division 4.1.2 Declared substancesd supply
Section 32

(d) eithe®

(i) the person fails to tell the chief heatifficer and a police
officer about the supply authority immediately after the
person becomes aware of the desighated circumstance; or

(i) not later than 24 hours after the person becomes aware of
the designated circumstance, the person fadls to

(A) tell the chief health officer, in writing, about the
supply authority; and

(B) give the chief health officer a copy of the authority.

Maximum penalty: 100 penalty units, imprisonment for 1 year or
both.

(3) A person must not be prosecuted for an offenmadeu subsection (2)
involving a contravention of section 27 (1) (c) or section 29 (1) (b)
ifd
(a) at the time the person supplied the declared substance on the

supply authority the person believed on reasonable grounds that
no designated circumstance apglin relation to the supply
authority; and

(b) the person does not contravene subsection (2).
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Offences relating to regulated substances Chapter 4

Dealings with regulated substancesd offences Part 4.1
Regulated substancesd other dealings Division 4.1.3
Section 33
Division 4.1.3 Regulated substancesd other
dealings
33 Manufacturing regulated substances
A person commits an offenceif
(a) the person manufactures a regethsubstance; and
(b) the person is not authorised to manufacture the substance.
Maximum penalty: 500 penalty units, imprisonment for 5 years or
both.
34 Discarding declared etc substances
(1) A person commits an offenceéif
(&) a regulation prescrilse how a declared substance must be
discarded; and
(b) the person discards the substance; and
(c) the person does not discard the substance as prescribed.
Maximum penalty: 100 penalty units, imprisonment for 1 year or
both.
(2) A person commits an offee ifd
(a) the person possesses a declared substance; and
(b) the chief health officer gives the person a direction under
section191 (Directions about dealings with regulated
substances and therapeutic goods) in relation to the discarding
of thesubstance; and
(c) the person does not discard the substance as directed.
Maximum penalty: 100 penalty units, imprisonment for 1 year or
both.
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Part 4.1 Dealings with regulated substancesd offences
Division 4.1.3 Regulated substancesd other dealings
Section 34

(3) A person commits an offence if the person discards a declared
substance in a way tltat

(a) puts the hedit or safety of people at risk; or
(b) is likely to cause damage to property or the environment.

Maximum penalty: 100 penalty units, imprisonment for 1 year or
both.

Note The Dangerows Substances A2004 Environment Protection AGt997
andWork Health and Safety A2011may also apply to the discarding of
a regulated substance.

(4) However, subsection (3) does not apply if the declared substance is
discarded in accordae withd

(a) a regulation about how the substance must be discarded; or
(b) adirection by the chief health officer under section 191.
(5) A person commits an offenceif

(a) the person discards a low harm poison or moderate harm poison;
and

(b) thepoison is not a declared substance; and
(c) the discarding
(i) puts the health or safety of people at risk; or
(i) causes damage to property or the environment.

Maximum penalty: 50 penalty units, imprisonment for 6 months or
both.

Note The Dangerous Substances Af04 Environment Protection Ad997
andWork Health and Safety A2011may also apply to the discarding of
a regulated substance.
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35 Obtaining certain declared substances

(1) A person commits an offenceif
(a) the person obtains a declared substance hat is

() a phamacy medicine, or pharmacist only medicine,
prescribed by regulation; or

(i) a prescription only medicine; or
(i) a controlled medicine; or
(iv) adangerous poison; or
(v) a prohibited substance; and
(b) the person is not authorised to obtthia substance.

Maximum penalty: 200 penalty units, imprisonment for 2 years or
both.

(2) A person commits an offenceif
(a) the person obtains a prescription only medicine; and
(b) the person is not authorised to obtain the medicine.
Maximum penalty:50 penalty units.

(3) An offence against subsection (2) is a strict liability offence.

36 Possessing certain declared substances
A person commits an offenceif
(a) the person possesses a declared substancedthat is

() a pharmacy medicine, or pharnsic only medicine,
prescribed by regulation; or

(i) a prescription only medicine; or

(i) a controlled medicine; or
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(iv) adangerous poison; or
(v) a prohibited substance; and
(b) the person is not authorised to possess the substance.

Maximum penalf: 200 penalty units, imprisonment for 2 years or
both.

37 Administering certain declared substances
(1) A person commits an offenceif

(a) the person administers a declared substance (other than a
pharmacy medicine or pharmacist only medicine) to esmme
else; and

(b) the person is not authorised to administer the substance to the
other person.

Maximum penalty: 100 penalty units, imprisonment for 1 year or
both.

(2) A person commits an offenceéif

(@) the person administers a declared substanteer(ahan a
pharmacy medicine or pharmacist only medicine) to himself or
herself; and

(b) the person is not authorised to administer the substance to
himself or herself.

Maximum penalty: 100 penalty units, imprisonment for 1 year or
both.

(3) A person does not commit an offence under @eninal Code
section 45 (Complicity and common purpose) in relation to an
offence committed by another person under subsection (2) of
this section only because the person supplies sterile injecting
equipment to the other person for the purpose of preventing the spread
of bloodborne disease.
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Section 38

(4) A person commits an offenceif

(@) the person administers a declared substanceer(dtian a
pharmacy medicine or pharmacist only medicine) to an animal;
and

(b) the person is not authorised to administer the substance to the
animal.

Maximum penalty: 100 penalty units, imprisonment for 1 year or
both.
38 Issuing purchase orders for declared substances
(1) A person commits an offencéif
(a) the person issues a purchase order for a declared substance; and

(b) the person is not authorised to issue the purchase order for the
substance.

Maximum penalty: 100 penalty units, imprisonmémt 1 year or
both.

(2) A person commits an offenceif

(a) the person is authorised to issue a purchase order for a declared
substance; and

(b) the person issues a purchase order for the substance; and

(c) the purchase order does not comply with tequirements
prescribed by regulation.

Maximum penalty: 50 penalty units.

(3) An offence against subsection (2) is a strict liability offence.
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39 Reporting loss and theft of certain regulated substances

(1) In this section:
reportable substancemean$
(a) a controlled medicine; or
(b) a dangerous poison; or
(c) a prohibited substance; or
(d) aschedule 18ubstance; or
(e) another regulated substance prescribed by regulation.
(2) A person commits an offenceéif
(a) the person iauthorised to possess a reportable substance; and
(b) the person possesses the substance; and

(c) the substance is lost or the person suspects that the substance has
been lost; and

(d) the person fails teell the chief health officer, imriting, about
the loss or suspected loss and how it happened as soon as
practicable (but not later thandays) after the day the person
becomes aware of the loss or suspected loss.

Maximum penalty: 50 penalty units, imprisonment for 6 months or
both.

(3) A person commits an offenceif
(a) the person is authorised to possess a reportable substance; and
(b) the person possesses the substance; and

(c) the substance is stolen or the person suspects that the substance
has been stolen; and
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(d) the persoffiails totell the chief health officer and a police officer
about the theft or suspected tideft

(i) orally immediately after the person becomes aware of the
theft or suspected theft; and

(i) in writing not later than 24 hours after the person becomes
aware of the theft or suspected theft.

Maximum penalty: 50 penalty units, imprisonment for 6 months or
both.
40 Prescribing medicines
(1) A person commits an offencéif

(a) the person prescribes a medicine (whether orally or in writing)
for someone eés and

(b) the person is not authorised to prescribe the medicine for the
other person.

Maximum penalty: 100 penalty units, imprisonment for 1 year or
both.

(2) A person commits an offenceif

(a) the person prescribes a medicine (whether orally ariting)
for himself or herself; and

(b) the person is not authorised to prescribe the medicine for himself
or herself.

Maximum penalty: 100 penalty units, imprisonment for 1 year or
both.

(3) A person commits an offenceif

(a) the person prescribesnaedicine (whether orally or in writing)
for an animal; and
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(b) the person is not authorised to prescribe the medicine for the

animal.
Maximum penalty: 100 penalty units, imprisonment for 1 year or
both.
41 Issuing requisitions for medicines

A person commits an offencéif

(a) the person issues a requisition for a medicine (whether orally or
in writing); and

(b) the person is not authorised to issue the requisition.

Maximum penalty: 100 penalty units, imprisonment for 1 year or
both.

42 Issuing standing orders for medicines
A person commits an offenceif
(a) the person issues a standing order for a medicine; and
(b) the person is not authorised to issue the standing order.

Maximum penalty: 100 penalty units, imprisonment for 1 year or
both.
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43 Medicines for animals not to be prescribed etc for human
use
(1) A person commits an offenceéif
(a) the person prescribes a medicine for human use; and
(b) the medicine is manufactured, packed, labelled or prepared for
use for animal treatmentnd
(c) the person is not authorised to prescribe the medicine for human
use.
Maximum penalty: 100 penalty units, imprisonment for 1 year or
both.
(2) A person commits an offenceif
() the person supplies a medicine for human use; and
(b) the medicie is manufactured, packed, labelled or prepared for
use for animal treatment; and
(c) the person is not authorised to supply the medicine for human
use.
Maximum penalty: 100 penalty units, imprisonment for 1 year or
both.
Note Supplyincludes dispense (se@4).
(3) A person commits an offenceif
(a) the person administers a medicine to himself, herself or someone
else; and
(b) the medicine is manufactured, packed, labelled or prepared for
use for animal treatment; and
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(c) the person is not authorised to administer the medicine for

human use.
Maximum penalty: 100 penalty units, imprisonment for 1 year or
both.
Division 4.1.4 Dealingsd other offences
44 Contravening authorisation conditions for regulated
substances

(1) A personcommits an offence d
(a) the person is authorised to deal with a regulated substance; and
(b) the authorisation is subject to a condition; and

(c) the person is reckless about whether the dealing contravenes the
condition.

Maximum penalty: 200 penglunits, imprisonment for 2 years or
both.

(2) A person commits an offenceif
(a) the person is authorised to deal with a regulated substance; and
(b) the authorisation is subject to a condition; and
(c) the person contravenes the condition.

Maximum penalty: 50 penalty units.

Note 1 For examples of conditions that might be prescribed by regulation, see
s186.

Note 2 A reference to an Act includes a reference to the statutory instruments
made or in force under the Act, including any regulatemel_egislation
Act, s 104).

(3) An offence against subsection (2) is a strict liability offence.
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45

(1)

(2)

3)

Pretending to be authorised to deal with regulated
substance

A person commits aaffence if the person pretends to be authorised
to deal with a regulated substance.

Maximum penalty: 100 penalty units, imprisonment for 1 year or
both.

A person commits an offence if the person pretends to be authorised
to deal with a regulated subsace.

Maximum penalty: 50 penalty units.
An offence against subsection (2) is a strict liability offence.
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Part 4.2 Records for regulated

substancesd offences
Division 4.2.1 Record-keeping generally
46 Accessibility of records
(1) A personcommits an offence df

(a) the person is required under this Act to record something in
relation to a regulated substance; and

(b) the person does not record the tlding
(i) in writing; and
(i) in English; and
(i) in a way that is easily retrievable
Maximum penalty: 50 penalty units.
Note 1  Written includes in electronic form (see dict).

Note 2 A reference to an Act includes a reference to statutory instruments made
or in force under the Act, including any regulation and any law or

instrument applied, adopted or incorporated by the Actl(sgéslation
Act, s 104).

(2) An offence against this section is a strict liability offence.
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a7 Keeping cancelled invalid supply authorities

(1) A person commits an offenceif

(a) the person cancels a supply authority under se8flon
(Cancellation etc of invalid supply authorities for declared
substances); and

(b) the person fails to ensure that the cancelled supply authority is
kept for at least 2 years after the day the person cancels the
supply authority.

Maximum penalty: 50 peitg units.
(2) Subsection (1) does not apply to a persén if

(a) the person is required under this Act to give the supply authority
to the chief health officer or a police officer; or

(b) either the chief health officer or a police officer requires the
person to give the supply authority to the chief health officer or
police officer.

(3) An offence against subsection (1) is a strict liability offence.

Division 4.2.2 Registers for regulated substances

48 Meaning of must keep registerd div 4.2.2

For this division, a persomust keepa register for a regulated
substancé

(a) if the person is prescribed by regulation for the substance; or
(b) ifd

(i) the person is a pharmacist who is responsible for the
management of a commitywpharmacy; and

(i) controlled medicines are kept at the pharmacy.

Note Community pharmac$ see the dictionary.
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49 Registersd not keeping

(1) A person commits an offenceif
(a) the person must keep a register for a regulated substance; and
(b) the person does not keep the register as prescribed by regulation.

Maximum penalty: 100 penalty units, imprisonment for 1 year or
both.

(2) A person commits an offenceif
(a) the person must keep a register for a regulated substance; and
(b) the person daenot keep the register as prescribed by regulation.
Maximum penalty: 50 penalty units.

(3) An offence against subsection (2) is a strict liability offence.

50 Registersd where to be kept
(1) A person commits an offenceif
(a) the person must keep egister for a regulated substance; and
(b) aregulation prescribes a place to keep the register; and
(c) the person fails to keep the register at the place prescribed.

Maximum penalty: 100 penalty units, imprisonment for 1 year or
both.

(2) A person camits an offence &
(a) the person must keep a register for a regulated substance; and
(b) aregulation prescribes a place to keep the register; and
(c) the person fails to keep the register at the place prescribed.
Maximum penalty: 50 penaltynits.

(3) An offence against subsection (2) is a strict liability offence.
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51 Registersd duty to ensure entries made
(1) A person (theprincipal) who must keep a register for a regulated
substance commits an offencé if
(a) the principal, or an emplogeor agent of the principal, deals with
the regulated substance; and
(b) the principal fails to ensure that the details prescribed by
regulation for the dealing are entered in the register prescribed
by regulation as soon as practicable (but not later 2d4&ours)
after the dealing happens.
Maximum penalty: 50 penalty units.
(2) An offence against subsection (1) is a strict liability offence.
52 Registersd signing entries
(1) A person commits an offenceif
(a) the person makes an entry in a regifiea regulated substance;
and
(b) the person fails to sign the entry as soon as practicable (but not
later than 24 hours) after the entry is made.
Maximum penalty: 50 penalty units.
Note Sign® see the dictionary.
(2) An offence against this sectioma strict liability offence.
53 Registersd witnessing administration of medicines
A person commits an offenceif
(&) aregulated substance is prescribed by regulation; and
(b) the person is prescribed by regulation as a witness in relation to
the admistration of the substance; and
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(c) the person witnesses the administration of the medicine; and

(d) the administration of the medicine is entered in a register for the
medicine; and

(e) the person fails to sign the entry in the register as withessas
as practicable (but not later than 24 hours) after the entry is
made.

Maximum penalty: 100 penalty units, imprisonment for 1 year or
both.

Note Sign® see the dictionary.

54 Registersd witnessing discarding
A person commits an offenceéif
(a) a reguated substance is prescribed by regulation; and

(b) the person is prescribed by regulation as a witness in relation to
the discarding of the substance; and

(c) the person witnesses the discarding of the substance; and

(d) the discarding of theubstance is entered in the register for the
substance; and

(e) the person fails to sign the entry in the register as witness as soon
as practicable (but not later than 24 hours) after the entry is
made.

Maximum penalty: 100 penalty units, imprisonmeott £ year or
both.

Note Sign® see the dictionary.
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55
1)

(@)

56
1)

(2)
57
(1)

Registersd changes etc to entries

A person commits an offence if the person cancels, changes, deletes
or obliterates an entry in a register for a regulated substance.

Maximum penalty: 100 penaltyniis, imprisonment for 1 year or
both.

However, subsection (1) does not apply to a person if the @erson
(&) made the entry in the register; and

(b) amends the entry as prescribed by regulation.

Note It is an offence to produce a document in conrmgléawith a territory law
if the document is false or misleading in a material particular (see
Criminal Code s 339).

Registersd period to be kept
A person commits an offende
(a) the person must keep a register for a regulated substance; and

(b) the person fails to ensure that the register is kept for at least
2 years after the day when the last entry is made in the register.

Maximum penalty: 50 penalty units.

Note For how long a register for a regulated substance kept electronically must
be kept, see th&lectronic Transactions Act 200% 11 and this Act,
s187.

An offence against thisection is a strict liability offence.

Registersd damage or loss
A person commits an offenceif
(&) the person must keep a register for a regulated substance; and

(b) the register is damaged in a material respect, stolen, lost or
destroyed; and
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(c) the person fails to tell the chief health officer, in writing, about
the damage, theft, loss or destruction as soon as practicable (but
not later than days) after the day it happens.

Maximum penalty: 100 penalty units, imprisonment for 1 year or
bath.

(2) A person commits an offenceif
(a) the person must keep a register for a regulated substance; and

(b) the register is damaged in a material respect, stolen, lost or
destroyed; and

(c) the person does not take an inventorgrascribed by regulation
of each regul ated substance in the
the register related.

Note Possesincludeshave control over disposition (se@4).

Maximum penalty: 100 penalty units, imprisonment for 1 year or
both.

(3) This =ction does not apply to a register for a regulated substance if
the most recent entry in the register is made more than 2 years before
the day the register is damaged, stolen, lost or destroyed.

(4) In this section:

material resped a register for a regated substance is damaged in
amaterial respectf anything required to be entered in the register is
missing or cannot be easily read.
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58

(1)

)

Transferring responsibility for community pharmaciesd
stocktake etc of controlled medicines

A pharmacist (theesponsible pharmaciytvho is responsible for the
management of a community pharmacy commits an offefice if

(a) the pharmacist proposes to stop being responsible for the
pharmacy for a continuous period of longer than 14 days; and

(b) before the pharmast stops being responsible for the pharmacy,
the pharmacist fails &

(i) take a written inventory of each quantity of each form and
strength of a controlled medicine held in the pharmacy; and

(i) enter each of the quantities in the controlled medicines
register for the pharmacy; and

(i) sign and date each entry in the register.

Maximum penalty: 100 penalty units, imprisonment for 1 year or
both.

Note Community pharmacyandsigns®d see the dictionary.
A pharmacist commits an offencé if

(a) the pharmacist intends to take responsibility for a community
pharmacy for a continuous period of more thamlays; and

(b) before taking responsibility for the pharmacy, the pharmacist
fails tod

() check the entries made in the controlled medicines ezgist
for the pharmacy under subsection (1) (b) (ii); and

(i) for each of the entries in the register, indicate in writing
whether the pharmacist agrees that the entry is a correct
record of the quantity of the form and strength of the
controlled medicine éld in the pharmacy; and
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(i) sign and date each of the entries in the register.

Maximum penalty: 100 penalty units, imprisonment for 1 year or
both.

(3) The responsible pharmacist for a community pharmacy commits an
offence iB

(a) thepharmacist takes an inventory of controlled medicines held
in the pharmacy; and

(b) the quantity of a form and strength of a controlled medicine held
at the pharmacy is not the quantity shown for the form and
strength of the medicine in the controlled ne&tes register for
the pharmacy; and

(c) the pharmacist fails to take reasonable steps to resolve the
discrepancy betweén

(i) the quantity of the form and strength of the controlled
medicine held at the pharmacy; and

(i) the quantity shown in the resger.

Maximum penalty: 100 penalty units, imprisonment for 1 year or
both.

(4) The responsible pharmacist for a community pharmacy commits an
offence i®

(&) the pharmacist takes an inventory of controlled medicines held
in the pharmacy; and

(b) the quantity of a form and strength of a controlled medicine held
at the pharmacy is not the quantity shown for the form and
strength of the medicine in the controlled medicines register for
the pharmacy; and
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(5)

(c) the pharmacist does not tell the chief healficer about the
discrepancy

(i) orally immediately after checking the entries in the
controlled medicines register; and

(i) in writing not later than 24 hours after finishing the check.

Maximum penalty: 50 penalty units, imprisonment for 6 months or
both.

In this section:

controlled medicines registeffor a community pharmacy, means a
register for controlled medicines that a pharmacist must keep for the
pharmacy under section 48 (Meaning wiust keepregisted

div 4.2.2).
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Part 4.3 Regulated substancesd other
offences
Division 4.3.1 Packaging and labellingd offences
59 Packaging of supplied regulated substances

(1) A person commits an offenceif
(a) the person is authorised to supply a regulated substance; and
(b) the person supplies the sulvsta to someone else; and
(c) the substance is not packaged
() as prescribed by regulation; or

(i) in accordance with an approval under section 193
(Approval of nonstandard packaging and labelling).

Maximum penalty: 100 penalty unitsnprisonment for 1 year or
both.

(2) A person commits an offenceif
(a) the person is authorised to supply a regulated substance; and
(b) the person supplies the substance to someone else; and
(c) the substance is not packaged
(i) as prescribed byegulation; or
(i) in accordance with an approval under section 193.
Maximum penalty: 50 penalty units.

(3) This section does not apply to a regulated substance that is supplied
for immediate administration to a person.

(4) An offence against subseati@?) is a strict liability offence.
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60
1)

(2)

®3)

(4)

Labelling of supplied regulated substances
A person commits an offenceif
(a) the person is authorised to supply a regulated substance; and
(b) the person supplies a regulated substance to someone else; and
(c) the substance is not labeléed

(i) as prescribed by regulation; or

(i) in accordance with an approval under section 193
(Approval of nonstandard packaging and labelling).

Maximum penalty: 100 penalty units, imprisonment for 1 year or
both.

A person commits an offencéif
(a) the person is authorised to supply a regulated substance; and
(b) the person supplies a regulated substance to someone else; and
(c) the substance is not labeléed

() as prescribed by regulation; or

(i) in accordane with an approval under section 193.
Maximum penalty: 50 penalty units.

This section does not apply to a regulated substance that is supplied
for immediate administration to a person.

An offence against subsection (2) is a strict liabilityeaftfe.
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Part 4.3 Regulated substancesd other offences
Division 4.3.2 Storaged offence

Section 61

Division 4.3.2 Storaged offence

61 Storing declared substances
A person commits an offenceif
(a) the person is authorised to possess a declared substance; and

(b) the person is prescribed by regulation in relation to the
substance; and

(c) the person fails to store the substance as prescribed by

regulation.
Maximum penalty: 100 penalty units, imprisonment for 1 year or
both.
Division 4.3.3 Containersd offences
62 Permanently named containersd use for other regulated
substances

A person comnts an offence &
(a) the person uses a container for a regulated substance; and

(b) the container is permanently marked with the name of a different
regulated substance.

Maximum penalty: 50 penalty units, imprisonment for 6 months or
both.
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Regulated substancesd other offences Part 4.3
Representations and advertisementsd offences Division 4.3.4
Section 63
63 Certain containers not to be used for human-use

substances

(1) A person commits an offenceéif
(a) the person supplies a humase substance in a container; and
(b) the container is of a kind prescribed by regulation.

Maximum penalty: 50 penalty units, impmsaent for 6 months or
both.

(2) For this section, each of the following substances hsiman-use
substance

(a) food;
(b) adrink;

(c) acondiment.

Division 4.3.4 Representations and
advertisementsd offences
64 False statements to obtain certain regulated substances
etc

(1) In this section:
reportable substand® see section 39.
(2) A person commits an offenceif

(&) the person makes a statement to a person dthkorised
persor) who is authorised to administer or supply a reportable
substance; and

Note Supplyincludes dispense on prescription (see s 24).

(b) the statement is false or misleading; and
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Part 4.3 Regulated substancesd other offences
Division 4.3.4 Representations and advertisementsd offences
Section 64

(c) the person knows the statemi&nt
(i) is false or misleading; or

(i) omits anything without which the statement is false or
mislealing; and

(d) the person makes the statement for the purpose of obtaining the
substance from the authorised person.

Maximum penalty: 100 penalty units, imprisonment for 1 year or
both.

(3) A person commits an offenceif

(&) the person makes a stateméa a person (theauthorised
persor) who is authorised to issue a prescription or purchase
order for a reportable substance; and

(b) the statement is false or misleading; and
(c) the person is reckless about whether the statément
(i) is false or mislading; or

(i) omits anything without which the statement is false or
misleading; and

(d) the person makes the statement for the purpose of obtaining the
prescription or purchase order from the authorised person.

Maximum penalty: 50 penalty units, imponment for 6 months or
both.

(4) A person commits an offenceif
(a) the person states a namehome addres®d

() a person (thauthorised persohauthorised to dispense a
reportable substance; or

(i) an employee or agent of an authorised peirsdime course
of the employeebs or agent bds e mj
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Section 65

(5)
(6)

(7)

(b) the statement
(i) is false or misleading; or

(i) omits anything without which the statement is false or
misleading.

Maximum penalty: 50 penalty units.
An offenceagainst subsection (4) is a strict liability offence.

Subsections (2), (3) and (4) do not apply to the making of a statement
if the statement is not false or misleading in a material particular.

Subsections (2), (3) and (4) do not apply to théssimn of something
from a statement if the omission does not make the statement not false
or misleading in a material particular.

65 Falsely representing substance is regulated
(1) A person (thesupplief) commits an offencedf
(a) the supplier suppliema substance as a particular regulated
substance (thpurported substancde and
(b) the supplier knows that the substance is not the purported
substance.
Maximum penalty: 200 penalty units, imprisonment for 2 years or
both.
(2) A person (thesupplier) commits an offence df
(@) the supplier supplies a substance as a particular regulated
substance (thpurported substancde and
(b) the supplier is reckless about whether the substance is the
purported substance.
Maximum penalty: 100 penalty units, imponment for 1 year or
both.
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Part 4.3 Regulated substancesd other offences
Division 4.3.4 Representations and advertisementsd offences

Section 66

66 Advertising controlled medicines and prohibited
substances

(1) A person commits an offenceéif
(a) the person publishes an advertisement; and

(b) the advertisement promotes or encourages the use of a
controlled medicine gorohibited substance.

Maximum penalty: 100 penalty units, imprisonment for 1 year or
both.

(2) A person commits an offenceif
(a) the person publishes an advertisement; and

(b) the advertisement indicates that someone is willing or authorised
to suppy a controlled medicine or prohibited substance.

Maximum penalty: 100 penalty units, imprisonment for 1 year or
both.

(3) This section does not applydto

(&) an advertisement for a controlled medicine in a publication
published primarily for dentistsdoctors, pharmacists or
veterinary practitionersor

(b) an advertisement by a pharmacist prescribed by regulation; or
(c) an advertisement prescribed by regulation.
(4) In this section:

advertisementmeans writing, sound or a picture, symbol, light or
other visible device, object or sign (or a combination of 2 or more of
these) that a reasonable person would consider publicises, or
otherwise promotes, the purchase or use of a controlled medicine or
prohibited substance.
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Regulated substancesd other offences Part 4.3
Vending machinesd offences Division 4.3.5
Section 67
Division 4.3.5 Vending machinesd offences
67 Meaning of vending machined div 4.3.5

In this division:

vending machinemeans a machine or device from which regulated
substances can be obtained, including by 1 or more of the following:

(a) electronic funds transfer;
(b) inserting noney, a token or another object.

Example of other objectsd par (b)
1 credit card

2 debit card

3  key

68 Vending machinesd use for supply of regulated
substances

(1) A person commits an offencéif
(a) the person is the occupier of premises; and
(b) avending machine is installed on the premises; and

(c) the vending machine is used, or available for use, for the supply
of a regulated substance by a person other than the occupier or
an employee or agent of the occupier.

Maximum penalty: 100 penalty usj imprisonment for 1 year or
both.

(2) Subsection (1) does not apply if the vending machine was placed on
the premisesvi t hout the occupierds consent
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Division 4.3.5 Vending machinesd offences
Section 69
69 Vending machinesd use for supply of unscheduled
medicines
(1) In this section:
manuf act u,ofamunscheguked nkedicine, means a primary
pack of the medicine that has been packaged and labelled by the
medi cinebs manufacturer as prescribe
Note Primary pack means the pack in which medicine and its immediate
container or immediate \@pper or measure pack are presented for sale
or supply (see the medicines and poisons standard).
unscheduled medicinemeans a substance mentioned in the
medicines and poisons standasdhedules 2, 3, 4 or 8 if none of the
schedules apply to the substartmecause of an exception in the
standard.
Example
Aspirin is mentioned in several schedules but in small packages is an unscheduled
medicine.
(2) A person commits an offencéif
(a) the person is the occupier of premises; and
(b) avending machine isstalled on the premises; and
(c) the vending machine is used, or available for use, for the supply
of an unscheduled medicine.
Maximum penalty: 100 penalty units, imprisonment for 1 year or
both.
(3) Subsection (2) does not apply if the vending maehwas placed on
the premises without the occupieros
(4) Also, subsection (2) does not apply if
@ the unscheduled medicine is suppl.i
containing not more than 2 adult doses of the medicine; and
page 58 Medicines, Poisons and Therapeutic Goods Act 2008 R22
Effective: 31/01/20-22/06/21 31/01/20

Authorised by the ACT Parliamentary Counseld also accessible at www.legislation.act.gov.au



Offences relating to regulated substances Chapter 4

Regulated substancesd other offences Part 4.3
Paintsd offences Division 4.3.6
Section 70
(b) the medicine wapacked in the manufacture

manufacturer of the medicine; and

(c) the vending machine is presented and located in a way that
makes unsupervised access by children unlikely.

Division 4.3.6 Paintsd offences
Note to div 4.3.6

Paintd see thanedidnes and poisons standamt 1, par 1 (1) (see s 16).
70 Manufacture, supply and use of paints containing white
lead
(1) A person commits an offenceéif

(a) the person manufactures a paint containing basic lead carbonate
(white lead); and

(b) the painis not manufactured as prescribed by regulation.

Maximum penalty: 100 penalty units, imprisonment for 1 year or
both.

(2) A person commits an offenceif

(a) the person supplies a paint containing basic lead carbonate
(white lead); and

(b) the paintis not supplied as prescribed by regulation.

Maximum penalty: 100 penalty units, imprisonment for 1 year or
both.

(3) A person commits an offenceif

(a) the person uses a paint containing basic lead carbonate (white
lead); and

R22 Medicines, Poisons and Therapeutic Goods Act 2008 page 59
31/01/20 Effective: 31/01/20-22/06/21

Authorised by the ACT Parliamentary Counseld also accessible at www.legislation.act.gov.au



Chapter 4 Offences relating to regulated substances

Part 4.3 Regulated substancesd other offences
Division 4.3.6 Paintsd offences
Section 71

(b) the paint is not uskas prescribed by regulation.
Maximum penalty: 100 penalty units, imprisonment for 1 year or
both.
71 Manufacture, supply and use of paints for certain
purposes

(1) A person commits an offence if the person manufactures, supplies or
uses a firsgroup paintas prescribed by regulation.

Maximum penalty: 40 penalty units.

Note First group paind see themedicines and poisons standamt 1,
parl(1).

(2) A person comrts an offence if the person manufactures, supplies or
uses a secorgloup paintas prescribed by regulation.

Maximum penalty: 50 penalty units, imprisonment for 6 months or
both.

Note Secondgroup pain® see themedicines and poisons standapt 1,
parl(1).

(3) A person commits an offence if the person manufactures, supplies or
uses gaint or tinteras prescribed by regulation.

Maximum penalty: 100 penalty units, imprisonment for 1 year or
both.

Note Paint or tinterd see thanedicines and poisons stiard pt 1, parl (1).

72 Manufacture, supply and use of paints for toys
A person commits an offenceif

(a) the person manufactures, supplies or uses a paint for application

to toys; and
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Regulated substancesd other offences Part 4.3
Paintsd offences Division 4.3.6
Section 73

(b) the paint is not prescribed by regulation.

Maximum penalty: 100 penalty units, imprisonment for 1 year or
both.

73 Manufacture, supply and use of paints containing
pesticides
A person commits an offenceif
(a) the person manufactures, supplies or uses a paint containing a
pesticide; and
(b) the pesticide is ngirescribed by regulation.
Maximum penalty: 100 penalty units, imprisonment for 1 year or
both.
Note Pesticid® see thanedicines and poisons standgoti1, parl (1).
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Chapter 5

Section 74

Offences relating to regulated therapeutic goods

Chapter 5 Offences relating to regulated

74

(1)

therapeutic goods

Supplying regulated therapeutic goods
A person commits an offenceéif

(a) the person supplies a regulated therapeutic good to someone
else; and

(b) the person is not authorised to supply the good to the other
person.

Maximum penalty: 50(@enalty units, imprisonment for 5 years or
both.

Note 1  Supplyincludes sell or offer to sell (see s 24).

Note 2 Regulated therapeutic goddsee s 14.

(2) Subsection (1) does not apply if the person supplies sterile injecting
equipment to someone else the purpose of preventing the spread
of bloodborne disease.

(3) A person commits an offenceif
(a) the person supplies a regulated therapeutic good to himself or

herself; and
(b) the person is not authorised to supply the good to himself or
herself.
Maximum penalty: 500 penalty units, imprisonment for 5 years or
both.
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Section 75

75

76

(4)

(1)

)

A person does not commit an offence under @raninal Code
section 45 (Complicity and common purpose) rgdation to an
offence committed by aher person under subsectior) (8 this
section only because the person supplies sterile injecting equipment
to the other person for the purpose of preventing the spread of blood
borne disease.

Contravening authorisation conditions for regulated
therapeutic goods
A person commits an offenceéif

(&) the person is authorised to deal with a regulated therapeutic
good; and

(b) the authorisation is subject to a condition; and
(c) the person contravenes the cibiod.

Maximum penalty: 50 penalty units.

Note A reference to an Act includes a reference to the statutory instruments
made or in force under the Act, including any regulatsmel_egislation
Act, s 104).

An offence against this section is a strict liability offence.
Pretending to be authorised to deal with regulated
therapeutic goods

A person commits an offence if the person pretends to be authorised
to deal with a regulat therapeutic good.

Maximum penalty: 100 penalty units, imprisonment for 1 year or
both.
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Chapter 5 Offences relating to regulated therapeutic goods
Section 77
77 Falsely representing thing is regulated

(1)

A person (thesupplier) commits an offence df

(a) the supplier supplies a thing as a particular regulated therapeutic
good (thepurported therapeutic godg and

(b) the supplier knows that the thing is not the purported therapeutic
good.

Maximum penalty: 200 penalty units, imprisonment for 2 years or
bath.

(2) A person (thesupplier) commits an offencedf
(a) the supplier supplies a thing as a particular regulated therapeutic
good (thepurported therapeutic googdand
(b) the supplier is reckless about whether the thing is the purported
therapeutic god.
Maximum penalty: 100 penalty units, imprisonment for 1 year or
both.
page 64 Medicines, Poisons and Therapeutic Goods Act 2008 R22
Effective: 31/01/20-22/06/21 31/01/20

Authorised by the ACT Parliamentary Counseld also accessible at www.legislation.act.gov.au



Licences for regulated substances and regulated therapeutic goods Chapter 6
Licences generally Part 6.1

Section 78

Chapter 6 Licences for regulated
substances and regulated
therapeutic goods

Part 6.1 Licences generally

78 Meaning of licence etcd ch 6
(1) Inthis chapter:

licencemeans a licere that authorises the licenrbelder to deal with
a regulated substance or regulated therapeutic good.

(2) Aregulation may prescribe the licences that may be issued under this
Act.

(3) To remove any doubt, the chief health officer may issue a licence t
a person to deal with a regulated substance or regulated therapeutic
good even if the licence is not preseb by regulation for
subsectior(2).

79 Meaning of close associated ch 6

(1) In this chapter:

close associate a person is alose associatef saneone (theelated
person ifd

(a) the person holds or will hold an executive position (however
described) in the related personos

(b) the chief health officer is satisfied that the person is or will be
able to exercise a significant influemin relation to the conduct
of the related personds business &
hold a financial interest, or is entitled to exercise a relevant
power, in the business.

Note Busines$® see the dictionary.
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Section 80

Licences for regulated substances and regulated therapeutic goods
Licences generally

(2)

80
1)

In this section:

executive positiod a position (however described) in the related
per sonods |lexesutive posternf thedolderrof the position
is concerned with, or takes part in, the management of the business.

exercisea power includes exercise the power @hdlf of someone
else.

financial interest in a business, meahs
(&) ashare in the capital of the business; or

(b) an entitlement to receive income derived from the business,
however the entitlement arises.

hold a position includes hold the position behalf of someone else.
powermeans a power exercisable

(&) by voting or otherwise; and

(b) alone or with others.

relevant powerin a business, means a poéver

(a) to take partin a directorial, managerial or executive decision for
the business; or

(b) to elect or appoint a person as an executive officer in the
business.

Meaning of influential person for corporationd ch 6

In this chapter:

influential person for a corporation, means any of the following:
(&) an executive officer of theorporation;

(b) a person who may exercise a relevant power in relation to the
corporation;

(c) arelated corporation;
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Section 81

81

(d)

an executive officer of a related corporation.

(2) In this section:

(1)

related corporationmeans a related body corporate under the
Corporations Act

relevant powerfor a corporation, means a power

(@)

(b)

()

to take part in a directorial, managerial or executive decision for
the corporation; or

to elect or appoint a person as an executive officer in the
corporation; or

to exercise a significant influence in relation to the conduct of
the corporation.

Suitability of individuals for licences

In deciding whether an individual is suitable personto hold a
licence, the chief health officer must have regard to the following:

(@)

(b)

the knowledge, experience and training of the individual in
relation to the regulated substances or regulated therapeutic
goods to which the licence relates;

the dealings with regulated substances or regulated therapeutic
goods to which the licence relates;

(c) whether the individual or a close associate of the individual, or

a corporation of which the individual was at the relevant time an
executive offier, ha®

() supplied information or a document in relation to this Act
that is false or misleading in a material particular; or

(i) contravened this Act or a corresponding law, whether or
not the individual, associate or corporation has been
convicted or found guilty of an offence for the
contravention; or
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Part 6.1 Licences generally

Section 81

(i) failed to comply with a condition of a licence under this
Act or a licence (however described) under a
corresponding law, whether or not the individual, associate
or corporation has been contad or found guilty of an
offence for the failure;

(d) anything prescribed by regulation.

Note A reference to an Act includes a reference to statutory instruments made
or in force under the Act, including any regulation and any law or
instrument appliedadopted or incorporated by the Act (demislation
Act, s 104).

(2) However, an individual is notsuitable persorto hold a licence &

(@) the individual, a close associate tiie individual, or a
corporation of which the individual was at the relevant time an
executive officer, has been convicted or found guilty of any of
the following in the Syear period before the day the application
for the licence is made:

(i) an offenceagainst this Act;

(i) an offence in Australia or elsewhere in relation to a
regulated substance or regulated therapeutic good; or

(b) the individual, or a close associate of the individual, is, or was
at any time in the fear period before the day theplication
for the licence is made, bankrupt or personally insolvent; or

Note Bankrupt or personally insolver@ see theLegislation Act
dictionary, ptl.

(c) at any time in the fyear period before the day the application
for the licence is made, the individual, or a close associate of the
individual, was involved in the management of a corporation
wherd

() the corporation became the subject of a windipgorder;
or

(i) an adnmistrator was appointed for the corporation; or
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Section 82

(d) acircumstance prescribed by regulation applies in relation to the
individual or a close associate of the individual.

(3) Despite subsection (2), the chief health officer may decide that an
individual is asuitable persorto hold a licence if satisfied that

@ the individual 6s dealings with rec
therapeutic goods authorised, or to be authorised, by the licence
would not be inconsistent with the objects of this Act if¢hief
health officer decided that the individual is a suitable person;
and

(b) itis otherwise in the public interest that the individual be treated
as a suitable person.

82 Suitability of corporations for licences
(1) For this Act, a corporation issaitable persorfor a licence i®

(a) each influential person of the corporation is a suitable person to
hold a licence; and

(b) the corporation is not the subject of a winduqgorder, and has
not been the subject of a windhog order in the fyear perod
before the day the application for the licence is made; and

(c) an administrator has not been appointed for the corporation in
the 5year period before the day the application for the licence
iIs made.

(2) However, if a corporation is not a suitable person for a licence under
subsection (1), the chief health officer may decide that the corporation
is asuitable persorto hold a licence if satisfied that

@ t he corporationos dealcéesnag s wi t h
regulated therapeutic goods authorised, or to be authorised, by
the licence would not be inconsistent with the objects of this Act
if the chief health officer decided that the corporation is a
suitable person; and
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Part 6.1 Licences generally
Section 83
(b) it is otherwise in the publiinterest that the corporation be
treated as a suitable person.
83 Power to ask for information etc from applicants and
others
(1) In this section:
applicationmean$
(&) an application for a licence; or
(b) an application to amend a licence.
designated persann relation to an applicant or licence me&ans
(a) the applicant or licenekolder; or
(b) a close associate of, or influential person for, the applicant or
licenceholder.
(2) The chief health offier may, in writing, ask a designated person in
relation to an application or licence to do 1 or more of the following:
(&) give the chief health officer stated information relevant to the
application or licence;
(b) produce for t he ingpectoh a Btated! t h
document relevant to the application or licence;
(c) allow the chief health officer to examine, copy or take extracts
from a stated document relevant to the application or licence
(including a document produced for the chief health iofc e r 6 s
inspection under paragraph (b));
(d) verify, by a statemenbr otherwise, information given or a
document produced to the chief health officer;
(e) authorise a stated person to do anything mentioned in
paragraphs (a) to (d);
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Section 83

(H give the chief balth officer the authorities and consents that the
chief health officer asks for to allow the chief health officer to
obtain from other people information (including financial and
other confidential informatiorthat i

(i) about the designated persand
(i) relevant t@
(A) the consideration of the application; or

(B) a consideration of whether the licerualder
continues to be a suitable person for a licence.

Examplesd par (a)

1 The notice may ask the designated person to give information pgrpre a
document in a stated way by completing a document provided by the chief
health officer.

2 The notice may ask the designated person to give the chief health officer
information about a close associate because of a change of the kind to which
section 93 (Licensee to keep chief health officer infornagablies.

Exampled par (b)

a statement suppliedy a police officer about the appg
(if any)

Exampled par (¢)

The notice may ask the applicant to authori

close associate, to give the chief health officer stated information or documents
abaut the applicant.

Note It is an offence to make a false or misleading statement, give false or
misleading information or produce a false or misleading document (see
Criminal Code pt3.4).

(3) A request under subsection (2) must state a reasonable time within
which the request must be complied with.
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Section 84
Part 6.2 Licencesd issue and amendment
84 Applications for licences

(1) A person may apply to the chief health officer for a licence.

Note 1 If a form is approved undey 198 for this provision, the form must be
used.

Note 2 A fee may be determined under s 197 for this section.

(2) The applicant must give the chief health officer a written statement
(achange statemeitif, beforethe application is decided, a change
happens in relation o

(&) something mentioned in the application; or

(b) a document, or something mentioned in a document, that
accompanied the application.

(3) A change statement madst
(a) set out the details dlhe change; and

(b) ask the chief health officer to amend the application to include
the change; and

(c) be signed by the applicant.

85 Decision on applications for licences

(1) On application under section 84, the chief health officer must issue
the licence to the applicant if satisfied Wat

(&) no restriction on the issue of the licence prescribed by regulation
applies in relation to the applicant; and

(b) the applicant is a suitable person to hold the licence; and

(c) the applicant carcomply with this Act in relation to the
regulated substances or regulated therapeutic goods to which the
application relates.
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Section 86

(2) The chief health officer must refuse to issue the licence if not satisfied

©)

about the matters mentioned in subsectign
However, the chief health officer need not decide the application if

(a) if aform is approved under section 198 for an application under
section 84 (19 the application does not include the information
and any documents required by the application famm

(b) the chief health officer has asked for something under se&3ion
(Power to ask for information etc from applicants and others)
and the request has not been complied with.

86 Term of licences
(1) Alicence is issued for the period stated inlibence.
(2) A licence must not be issued for longer than 3 years, or any shorter
period prescribed by regulation.
87 Licences not transferable
A licence is not transferable.
88 Form of licences
(1) A licence must be in writing and include the followindgormation:
(@) what licence it is or the dealings with regulated substances or
regulated therapeutic goods authorised by the licence;
(b) the regulated substances or regulated therapeutic goods to which
the licence relates;
(c) the full name of the éienceholder;
(d) thelicencehol der 6s ABN (i f any);
(e) if the licenceholder is a corporatiint he cor por ati onds
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(H if applicable, the Ilocation of the premises where the
licenceholder is authorised to deal with a regulated substance
or regulatedherapeutic good under the licence;

(g) if applicable, the name of each individual who is to supervise
the dealings authorised under the licence;

(h) any conditions included in the licence by the chief health officer;

Note See s 90 to s 92 for condit®mncluded in a licence by the chief
health officer.

(i) aunique identifying number;
() when the term of the licence ends;
(k) any other information prescribed by regulation.

(2) For this Act, the conditions mentioned in subsection (1) (h) may be
included in a separate document and, if they are, the separate
document forms part of the licence.

89 Statutory licence conditions

A licence is subiject to the following conditions:

(a) the licenceholder must comply with any written request by the
chief health officer under section 83oer to ask for
information etc from applicants and others) in relation to the
amendment of the licence;

(b) if section 93 (Licensee to keep chief health officer informed)
applies in relation to the licendwlder,the licenceholder must
comply with the section;

(c) a condition prescribed by regulation.

90 Other licence conditions

(1) Alicence is subject to any condition the chief health officer includes
in the licence when giving the licence or at any otheetim
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Section 91

(2) For subsection (1), the chief health officer may include a condition in
a licence to ensure that regulated substances and regulated therapeutic
goods are properly dealt with under the licence, including, for
examplé

(a) a condition about
(i) the supervision of the dealings; and

(i) the security of regulated substances and regulated
therapeutic goods and of premises where regulated
substances and regulated therapeutic goods are stored; and

(i) the keeping of records about the dealings; and

(b) for a regulated substar@e condition recommended by the
medicines and poisons standard for dealing with the regulated
substance.

91 Amending |icence on chief health

(1) The chief health officer may, by written notice (amendmenm
notice) given to a licencéolder, amend the licence to change a
licence condition.

(2) However, the chief health officer may amend the licence to change a
licence condition only &

(@) the chief health officer has given the licedu#der written
notice (aproposal noticg of the proposed amendment; and

(b) the notice states that written comments on the proposal may be
made to the chief health officer before the end of a stated period
of at least 14 days after the day the proposal notice is given to
the licenceholder; and

(c) after the end of the stated period, the chief health officer has
considered any comments made in accordance with the notice.

(3) The amendment takes effect on the day the amendment notice is given
to the licencéholder or anyater day stated in the notice.

R22 Medicines, Poisons and Therapeutic Goods Act 2008 page 75
31/01/20 Effective: 31/01/20-22/06/21

Authorised by the ACT Parliamentary Counseld also accessible at www.legislation.act.gov.au

of f



Chapter 6 Licences for regulated substances and regulated therapeutic goods
Part 6.2 Licencesd issue and amendment

Section 92

(4) In this section:
change for a licence condition, meahs
(a) amend an existing licence condition; or
(b) impose a new licence condition; or
(c) remove an existing licence condition.

condition does not include a coriin mentioned in section 89
(Statutory licence conditions).

92 Amending licence on application by licence-holder

(1) A licenceholder may apply to the chief health officer to amend the
licence (including by changing a licence condition).

Note 1 If a form is approved undes 198 for this provision, the form must be
used.

Note 2 A fee may be determined under s 197 for this section.

(2) Indeciding whether to amend the licence, the chief health officer may
consider anything that may bensidered under section 85 (Decision
on applications for licences) in relation to an application for a licence.

(3) Ifthe chief health officer receives an application under subsedtjpon
the chief health officer mudt

(a) amend the licence in accordz with the application; or
(b) amend the licence in terms different to the application; or
(c) refuse to amend the licence.

(4) However, the chief health officer need not decide the application if
the chief health officer has asked for something umséetion 83
(Power to ask for information etc from applicants and others) and the
request has not been complied with.
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(5) In this section:

change for a licence conditiah see section 91 (4).

conditiond see section 91 (4).

93 Licensee to keep chief health officer informed
(1) This section applies if a licendwlder believes that there will be a
change (thenticipated changgto anything stated &
(a) the licence; or
(b) the application for the licence; or
(c) an application to amend the licence.
Note Failure to comply with this section contravenes a condition of the licence
(see s 89 (b)).
(2) The licenceholder mush
(a) give the chief health officer written notice of the anticipated
changenot later than 7 days before the day the change is
expectd to happen; and
(b) if the change affects the information shown on the licénce
apply under section 92 to amend the licence to take account of
the change.
Examples of changes
1 a change of the person who, under the licence that authorises the supply by
wholesale of a contra@l medicine, must supervise the supply of the medicine
2 achange in a close associate of, or influential person for, the libehder
3 astructural change in premises relevant to dealing with a regulated substance
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94 Returning licences for amendment
(1) A licenceholder commits an offencedif
(@) the licencen ol der 0s | i cence i s amended
(Amendi ng |l i cence on chief healt
section92 (Amending licence on application by licerwader);
and
(b) the licenceholderfails to return the licence to the chief health
officer as soon as practicable (but not later theay’) after the
day the licencdh o | der is told about t he ¢
action or decision.
Maximum penalty: 20 penalty units.
(2) An offence aginst this section is a strict liability offence.
95 Replacing licences
(1) The chief health officer may issue a replacement licence to a
licenceholder if satisfied that the licendeo| der 6 s ori gi nal
has been lost, stolen or destroyed.
(2) For subsection (1), the chief health officer may require the
licenceholder to give the chief health officarstatement verifying
that the original licence has been lost, stolen or destroyed.
Note 1 A fee may be determined under s 197 for this section.
Note2 It is an offence to make a false or misleading statement, give false or
misleading information or produce a false or misleading document (see
Criminal Code pt 3.4).
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Part 6.3 Licencesd other provisions
96 Contravening licence conditions
(1) A person commits an offenceéif
(&) the person is a licendwlder; and
(b) the licence is subject to a condition; and
(c) the person is reckless about whether an act or omissitimeby
person contravenes the condition.
Maximum penalty: 200 penalty units, imprisonment for 2 years or
both.
(2) A licenceholder commits an offence if the licenbelder
contravenes a condition of the licence.
Maximum penalty: 50 penalty units.
(3) An offence against subsection (2) is a strict liability offence.
97 Surrendering licences
(1) A licenceholder may surrender the licence by giving written notice
of the surrender to the chief health officer.
(2) The licenceholder must, with the notiée
(& return the licence to the chief health officer; or
(b) if the licence has been lost, stolen or destrdygive the chief
health officera statement verifyinthat the licence has been lost,
stolen or destroyed.
Note It is an offence to make a false orghiading statement, give false or
misleading information or produce a false or misleading document (see
Criminal Code pt 3.4).
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Chapter 6A Monitored medicines database

97A

97B

(1)

(@)

(3)

Meaning of monitored medicine

In this Act:

monitored medicinenean$

(a) a controlled medicine; or

(b) amedicine declared by the Minister to be a monitored medicine.

For the definition ofnonitored medicingparagraph (b), the Minister
may detare a medicine to be a monitored medicine if satisfied that
the declaration is consistent with the purposes of the monitored
medicines database.

A declaration under this section is a disallowable instrument.

Note A disallowable instrument must be notified, and presented to the
Legislative Assembly, under thegislation Act

Definitionsd ch 6A
In this chapter:

another jurisdictionmeans te Commonwealth or a State.
Note Stateincludes the Northern Territory (seegislation Act dict, ptl).

approved data source entitmeans an entity engaged by another
jurisdiction © collect, access, store or otherwise deal with
information about monitored medicines.

monitored medicines databadesee section 97D.

relevant health practitionemeans a health practitioner authorised
by regulation to prescribe or supply a monitored meeici

required information about the supply of a monitored mediéne
see section 31 (4).
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Section 97C

97C Monitored medicines databased purposes

(1) The main purpose of the monitored medicines database is to promote
and protect public health and safety by ensuring tifatmation is
available t@

(&) monitor and evaluate the supply of monitored medicines to a
person; and

(b) support the exercise of the chief
(2) A regulation may prescribe additional purposes for the monitored
medicines datzase.
97D Monitored medicines databased scope

(1) The chief health officer may keep a database (tmanitored
medicines databageto record information relating to monitored
medicines.

(2) The monitored medicines database may be kept in any form,
including electronically, that the chief health officer decides.

(3) The chief health officer may

(&) correct an error or omission in the monitored medicines
database; and

(b) change information included in the database to keep the
database accurate andtiopdate.

(4) The monitored medicines database may include the following:

(&) required information about the supply of a monitored medicine
under a supply authority;

(b) information about the approval to prescribe a monitored
medicine;

(c) information fromanother jurisdiction in relation to the supply or
prescription of a monitored medicine in the other jurisdiction;
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97E

(d) information in relation to a monitored medicine from an
approved data source entity;

(e) any other information prescribed bggulation.

Monitored medicines databased chief health officer
functions

The chief health officer has the following functions in relation to the
monitored medicines database:

(@) to collect and store required information about monitored
medicines;

(b) to enter into an arrangement with another jurisdiction or an
approved data source entitydto

(i) collect and store information for the database; and
(i) allow access to information on the database; and

(i) allow the use and disclosure of informatiam the
database;

(c) to access and use the databade to
(i) monitor, promote and protect public health and safety; and
(i) facilitate research into the provision of healthcare; and
(i) administer, develop and operate the database; and
(iv) ensurecompliance with the Act;

(d) to allow access to, and the use and disclosure of, information on
the database by a person mentioned in section 97F or
section97G (Monitored medicines databésaccess authority);

(e) any other function under this Act or ahet territory law.

Note A provision of a law that gives an entity (including a person) a function
also gives the entity powers necessary and convenient to exercise the
function (sed.egislation Act s 196 and dict, pt 1, denhtity).
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Section 97F

97F Monitored medicines databased access and use by
relevant health practitioners

(1) A relevant health practitioner may access and use the monitored
medicines database for 1 or more of the following pses:

(a) toinform decisions in relation to the prescription or supply of a
monitored medicine to a person under the relevant health
practitioneros car e;

(b) to inform decisions in relation to the treatment or care of a
person under the relevanthegithr act i t i oner 6s car e;

(c) to disclose information about a person under the relevant health
practitionerdés care to that persor

(d) to disclose information about a person under the relevant health
practitionerdés care to &thet her hese
personds treatment or car e;

(e) a purpose prescribed by regulation.

(2) The chief health officer must make the monitored medicines database
available to a relevant health practitioner at no cost.

97G Monitored medicines databased access authority

(1) A person, other than a relevant health practitioner, may apply to the
chief health officer for authorisation to access and use the monitored
medicines database (ancess authority

Note 1 If a form is approved under s 198 this provision, the fon must be
used.

Note 2 A fee may be determined under s 197 for this provision.

(2) The chief health officer may issue the access authority only if
satisfied that giving the access authority to the pergon is

(a) consistent with a purpose of the monitoreddicines database;
and
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(b) otherwise in the public interest.
(3) An access authority must
(a) be in writing; and
(b) include the following information:
() the name of the person to whom the authority is issued,;

(i) the purpose for which the awitfity is issued,;
(i) any conditions applying to the authority;
(iv) the expiry date of the authority.

97H Monitored medicines databased offences
(1) A person commits an offenceif
(a) the person accesses information from the monitored medicines
datéase; and
(b) the access is not authorised under this chapter.
Maximum penalty: 30 penalty units.
(2) A person commits an offenceif
(a) the person accesses information from the monitored medicines
database; and
(b) the person uses the accessed médion; and
(c) the use is not authorised under this chapter.
Maximum penalty: 50 penalty units.
(3) A person commits an offenceif
(a) the person accesses information from the monitored medicines
database; and
(b) the person discloses tlecessed information to someone else;
and
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(c) the disclosure is not authorised under this chapter.
Maximum penalty: 50 penalty units.
(4) Strict liability applies to subsections (1) (a), (2) (a) and (3) (a).
(5) In this section:

disclose in relation 6 information accessed from the monitored
medicines database, incluées

(&) communicate the information; or
(b) publish the information.

use in relation to information accessed from the monitored medicines
database, includes make a record of the infaona
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Section 98
Chapter 7 Enforcement
Part 7.1 Inspection and seizure powers
Division 7.1.1 Preliminary
98 Definitionsd pt 7.1
In this part:

connected a thing isconnectedwith an offence ib
(a) the offence has been committed in relation to it; or
(b) it will provide evidence of the commission of the offence; or

(c) it was used, is being used, or is intended to be used, to commit
the offence.

occupier, of premises, includés

(a) aperson believed on reasonable grounds to be an occupier of the
premises; and

(b) a person apparently in charge of the premises.

offence includes an offence that there are reasonable grounds for
believing has been, is being, or will be, committed.

99 Meaning of medicines and poisons inspectord Act
In this Act:
medicines and poisons inspectanean$
(&) a police officer; or

(b) a person appointed under section 100.
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Section 100
Division 7.1.2 Medicines and poisons inspectors
100 Appointment of medicines and poisons inspectors

The chief health officer may appoint a public servantbt a
medicines and poisons inspector for this Act.

Note 1 For the making of appointments (including acting appointments), see the
Legislation Act pt19.3.

Note 2 In particular, a prson may be appointed for a particular provision of a
law (seelLegislation Act s 7 (3)) and an appointment may be made by
naming a person or nominating the occupant of a posiist€gislation
Act, s207).

101 Identity cards

(1) The chief health officer must give a medicines and poisons inspector
(other than a police officer) anidentitycard at i ng t he per son
and that the person is a medicines and poisons inspector.

(2) The identity card must sh@wv
(a) arecent photograph of the person; and
(b)) the carddés date of i ssue and expir
(c) anything else prescribed by regulation.
(3) A person commits an offenceif
(&) the person stops being a medicines and poisons inspector; and

(b) the person does not return the per
health officer as soon as practicable (but not later thadey3)
after the day theerson stops being a medicines and poisons
inspector.

Maximum penalty: 1 penalty unit.

(4) An offence against this section is a strict liability offence.
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Section 102

Division 7.1.3 Powers of medicines and poisons
inspectors

102 Power to enter premises
(1) Forthis Act, a medicines and poisons inspector dnay

(a) at any reasonable time, enter premises that the public is entitled
to use or that are open to the public (whether or not on payment);
or

() at any time, enter premises with t
(c) enter premises in accordance with a search warrant; or

(d) at any time, enter premises if the inspector believes on
reasonable grounds that the circumstances are so serious and
urgent that immediate entry to the premises without the
authority of a sarch warrant is necessary.

(2) However, subsection (1) (a) does not authorise entry into a part of
premises that is being used only for residential purposes.

(3) A medicines and poisons inspector may, without the consent of the
occupier of premises, emtéand around the premises to ask for
consent to enter the premises.

(4) To remove any doubt, a medicines and poisons inspector may enter
premises under subsection (1) without payment of an entry fee or
other charge.

(5) In this section:

at any reasonald time includes at any time when the public is
entitled to use the premises, or when the premises are open to or used
by the public (whether or not on payment).
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Section 103
103 Production of identity card

A medicines and poisons inspector must not remain at premises
entered under this part if the inspector does not produce his or her
identity card when asked by the occupier.

104 Consent to entry

(1) When seeking the consent of an occupier of premises to enter the
premises under section 102 (1) (b), a medicines asdp®inspector
mus®

(a) produce his or her identity card; and
(b) tell the occupied
(i) the purpose of the entry; and

(i) that anything found and seized under this part may be used
in evidence in court; and

(i) that consent may be refused.

(2) If the occupier consents, the medicines and poisons inspector must
ask the occupier to sign a written acknowledgment (an
acknowledgement of conse)ét

(a) that the occupier was tad
(i) the purpose of the entry; and

(i) that anything found and seizeddan this part may be used
in evidence in court; and

(i) that consent may be refused; and
(b) that the occupier consented to the entry; and
(c) stating the time and date when consent was given.

(3) If the occupier signs an acknowledgment of consémet,nedicines
and poisons inspector must immediately give a copy to the occupier.
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Section 105

Enforcement
Inspection and seizure powers
Powers of medicines and poisons inspectors

(4) A court must find that the occupier did not consent to entry to the
premises by the medicines and poisons inspector under this division

105

ifd
(@)

(b)
()

the question arises in proceeding in the court whether the
occupier consented to the entry; and

an acknowledgment of consent is not produced in evidence; and

it is not proved that the occupier consented to the entry.

General powers on entry to premises

(1) A medkcines and poisons inspector who enters premises under this
part may, for this Act, do 1 or more of the following in relation to the
premises or anything on the premises:

(@)
(b)

()

(d)
(e)
(f)

(9)

(h)

inspect or examine;

examine and copy, or take extracts from, documentsmglad
a regulated substance or regulated therapeutic good;

examine and copy, or take extracts from, any packaging,
labelling or advertising material,

take measurements or conduct tests;
take samples;

subject to part 7.2 T@king and angsis of samples of
substances), take for analysis samples of anything else
(including any substance) at the premises;

open (or require to be opened) any container or package that the
inspector believes on reasonable grounds contains a regulated
subsance or regulated therapeutic good;

take photographs, films, or audio, video or other recordings;
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Section 106

(i) require the occupier, or anyone at the premises, to give
information, answer questions, or produce documents or
anything else, reasonably neededetx er ci se the i nspe
functions under this Act.

Note The Legislation Act s 170 and s 171 deal with the application of
the privilege against seificrimination and client legal pilege.

(2) A person must take all reasonable steps to comply with a requirement
made of the person under subsection@))or (i).

Maximum penalty: 50 penalty units, imprisonment for 6 months or
both.

106 Power to seize things

(1) A medicines and peons inspector who enters premises under this
part with the occupierdéds consent ma\
ifd
(a) the inspector is satisfied on reasonable grounds that the thing is
connected with an offence against this Act; and

(b) seizure of tk thing is consistent with the purpose of the entry
told to the occupier when seeking

(2) A medicines and poisons inspector who enters premises under a
warrant under this part may seize anything at the premises that the
inspector $ authorised to seize under the warrant.

(3) A medicines and poisons inspector who enters premises under this
part (whether with the occupieraos
otherwise) may seize anything at the premises if satisfied on
reasonable groundseatd

(a) the thing is connected with an offence against this Act; and
(b) the seizure is necessary to prevent the thing from Being
(i) concealed, lost or destroyed; or

(i) used to commit, continue or repeat the offence.
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Division 7.1.3 Powers of medicines and poisons inspectors
Section 107

(4) Also, a medicines anploisons inspector who enters premises under
this part (whether with the occupier
anything at the premises if satisfied on reasonable grounds that the

thingd
(&) puts the health or safety of people at risk; or
(b) may caise damage to property or the environment

(5) The powers of a medicines and poisons inspector under
subsection$3) and (4) are additional to any powers of the inspector
under subsection (1) or any other territory law.

(6) Having seized a thing, a meties and poisons inspector nday

(@) remove the thing from the premises where it was seized (the
place of seizurgto another place; or

(b) leave the thing at the place of seizure but restrict access to it.
(7) A person commits an offenceif

(a) the peson interferes with a seized thing, or anything containing
a seized thing, to which access has been restricted under
subsectior{6); and

(b) the person does not have a medi ci
approval to interfere with the thing.

Maximum penalf: 50 penalty units.

(8) An offence against this section is a strict liability offence.

107 Power to destroy unsafe things

(1) This section applies to anything inspected or seized under this part by
a medicines and poisons inspector if the inspect@aisfied on
reasonable grounds that the tling

(a) puts the health or safety of people at risk; or

(b) s likely to cause damage to property or the environment.

page 92 Medicines, Poisons and Therapeutic Goods Act 2008 R22
Effective: 31/01/20-22/06/21 31/01/20

Authorised by the ACT Parliamentary Counseld also accessible at www.legislation.act.gov.au



Enforcement Chapter 7

Inspection and seizure powers Part 7.1
Powers of medicines and poisons inspectors Division 7.1.3
Section 107

(2) The medicines and poisons inspector may direct an occupier of the
premises where ththing is to destroy or otherwise dispose of the
thing.

(3) The direction may state 1 or more of the following:
(&) how the thing must be destroyed or otherwise disposed of;

(b) how the thing must be kept until it is destroyed or otherwise
disposed of;

(c) the period within which the thing must be destroyed or otherwise
disposed of.

(4) A person given a direction under subsection (2) commits an offence
if the person contravenes a direction given to the person under
subsection (2).

Maximum penalty: 10@enalty units.

(5) Alternatively, if the thing has been seized under this part, the
medicines and poisons inspector may destroy or otherwise dispose of
the thing.

(6) Costs incurred by the Territory in relation to the disposal of a thing
under subsectio(b) are a debt owing to the Territory by, aa
recoverable together and separately from, the following people:

(@) the person who owned the thing;
(b) each person in charge of the premises where the thing was.

(7) An offence against thisection is a strict liability offence.
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Part 7.1 Inspection and seizure powers
Division 7.1.4 Search warrants
Section 108
108 Power to require name and address

(1) A medicines and poisons inspector may require a person to state the
personods name and home addr ess i f
reasonable grounds that the person is commygittor has just
committed an offence against this Act.

Note A reference to an Act includes a reference to the statutory instruments
made or in force under the Act, including any regulatsmel_egislation
Act, s 104).

(2) The medicines and poisons inspector must tell the person the reason
for the requirement and, as soon as practicable, record the reason.

(3) The person may ask the medicines and poisons inspector to produce
theinsgct or 6s i dentity card for inspect

(4) A person must comply with a requirement made of the medicines and
poisons inspector under subsection (1) if the inspéctor

(a) tells the person the reason for the requirement; and

(b) complies with any request madeby the person under
subsectior(3).

Maximum penalty: 10 penalty units.

Division 7.1.4 Search warrants

109 Warrants generally

(1) A medicines and poisons inspector may apply to a magistrate for a
warrant to enter premises.

(2) The applcation must be sworn and state the grounds on which the
warrant is sought.

(3) The magistrate may refuse to consider the application until the
medicines and poisons inspector gives the magistrate all the
information the magistrate requires about the appbn in the way
the magistrate requires.
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Enforcement Chapter 7

Inspection and seizure powers Part 7.1
Search warrants Division 7.1.4
Section 109

(4) The magistrate may issue a warrant only if satisfied there are
reasonable grounds for suspecfing

(a) there is a particular thing or activity connected with an offence
against this Act; and

(b) the thing oractivity is, or is being engaged in, at the premises,
or may be, or may be engaged in, at the premises within the next
14 days.

Note At premises includes in or on the premises (see dict).
(5) The warrant must staie

(a) that a medicines and poisons iasfor may, with any necessary
assistance and force, enter the premises and exercise the
i nspectords powers under this part

(b) the offence for which the warrant is issued; and
(c) the things that may be seized under the warrant; and
(d) the hours wen the premises may be entered; and

(e) the date, within 14 days after the
the warrant ends.

(6) In this section:
connected an activity isconnectedwith an offence i

(a) the offence has been committeddmgaging or not engaging in
it; or

(b) it will provide evidence of the commission of the offence.
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Division 7.1.4 Search warrants
Section 110
110 Warrantsd application made other than in person

(1) A medicines and poisons inspector may apply for a warrant by phone,
fax, radio or other form ofommunication if the inspector considers
it necessary becausedof

(a) urgent circumstances; or
(b) other special circumstances.

(2) Before applying for the warrant, the medicines and poisons inspector
must prepare an application stating the groundstoohithe warrant
is sought.

(3) The medicines and poisons inspector may apply for the warrant
before the application is sworn.

(4) After issuing the warrant, the magistrate must immedigedyide a
written copyto the medicines and poisons inspectdrigf practicable
to do so.

(5) Ifitis not practicable t@rovide a written copyo the medicines and
poisons inspectar

(a) the magistrate mudt
() tell the inspector what the terms of the warrant are; and

(i) tell the inspector the date and tithe warrant was issued,;
and

(b) the inspector must complete a form of warrant (tsrant
form) and write on i

) the magi strateds name; and
(i) the date and time the magistrate issued the warrant; and
(i) the warrantodos ter ms.

(6) The written copy of the warrant, or the warrant form properly
completed by the medicines and poisons inspector, authorises the

entry and exercise of the inspectoré
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Inspection and seizure powers Part 7.1
Search warrants Division 7.1.4
Section 111

(7)

(8)

(9)

111

The medicines and poisons inspector must, at the first reasonable
opporturity, send to the magistraie

(a) the sworn application; and

(b) if the inspector completed a warrant f@arnthe completed
warrant form.

On receiving the documents, the magistrate must attach them to the
warrant.

A court must find that a power exxsed by a medicines and poisons
inspector was not authorised by a warrant under this seadion if

(a) the question arises in a proceeding before the court whether the
exercise of power was authorised by a warrant; and

(b) the warrant is ngbroduced in evidence; and

(c) itis not proved that the exercise of power was authorised by a
warrant under this section.

Search warrantsd announcement before entry

(1) A medicines and poisons inspector must, before anyone enters

premises under a searwarrand

(&) announce that the inspector is authorised to enter the premises;
and

(b) give anyone at the premises an opportunity to allow entry to the
premises; and

(c) if an occupier of the premises, or someone else who apparently
represents the ouapier, is present at the premideslentify
himself or herself to the person.

R22
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Inspection and seizure powers

Division 7.1.4 Search warrants

Section 112

(2)

112

113
1)

)

®3)

The medicines and poisons inspector is not required to comply with
subsectior{l) if the inspector believes on reasonable grounds that
immediate entry to the premises is regd to ensuré

(@) the safety of anyone (including the inspector or any person
assisting); or

(b) that the effective execution of the warrant is not frustrated.

Details of search warrant to be given to occupier etc

If an occupier of premises, or seone else who apparently represents
the occupier, is present at the premises while a search warrant is being
executed, the medicines and poisons inspector or a person assisting
must make available to the pergon

(&) a copy of the warrant; and

(b) a docunent setting out the rights and obligations of the person.

Occupier entitled to be present during search etc

If an occupier of premises, or someone else who apparently represents
the occupier, is present at the premises while a search warraings be
executed, the occupier or the other person is entitled to observe the
search being conducted.

However, the person is not entitled to observe the sedrch if
(a) to do so would impede the search; or

(b) the person is under arrest, and allowing fileeson to observe
the search being conducted would interfere with the objectives
of the search.

This section does not prevent 2 or more areas of the premises being
searched at the same time.
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Section 114
114 Moving things to another place for examination or

processing

(1) A thing found at premises entered under a search warrant may be
moved to another place for examination or processing to decide
whether it may be seized under the warrait if

(&) both of the following apply:

(i) there are reasonable groundsbelieving that the thing is
or contains something to which the warrant relates;

(i) it is significantly more practicable to do so having regard
to the timeliness and cost of examining or processing the
thing at another place and the availability of expe
assistance; or

(b) the occupier of the premises agrees in writing.

(2) The thing may be moved to another place for examination or
processing for not longer than 72 hours.

(3) A medicines and poisons inspector may apply to a magistrate for an
extension of time if the inspector believes on reasonable grounds that
the thing cannot be examined or processed within 72 hours.

(4) The medicines and poisons inspector must give notice of the
application to the occupier of the premises, and the occugpier
entitled to be heard on the application.

(5) If athing is moved to another place under this section, the medicines
and poisons inspector must, if practicéble

(a) tell the occupier of the premises the address of the place where,
and time when, thexamination or processing will be carried
out; and

(b) al'l ow the occupier or the occupier
during the examination or processing.
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Division 7.1.4 Search warrants

Section 115

(6)

115
(1)

(@)

®3)

(4)

The provisions of thipartrelating to the issue of search warrants
apply, with any necessachanges, to the giving of an extension
under this section.

Use of electronic equipment at premises

A medicines and poisons inspector or a person assisting may operate
electronic equipment at premises entered under a search warrant to
access dat (including data not held at the premises) if the inspector
or person believes on reasonable grounds that

(a) the data might be something to which the warrant relates; and
(b) the equipment can be operated without damaging the data.

If the medicires and poisons inspector or person assisting believes on
reasonable grounds that any data accessed by operating the electronic
equipment might be something to which the warrant relates, the
inspector or person may

(a) copy the data to a data storage dewrought to the premises;
or

(b) if the occupier of the premises agrees in wridingppy the data
to a data storage device at the premises.

The medicines and poisons inspector or person assisting may take the
device from the premises.

The medimes and poisons inspector or person assisting may do the
following things if the inspector or person finds that anything (the

material) to which the warrant relates is accessible using the

equipment:

(a) seize the equipment and any data storage device;

(b) if the material can, by using facilities at the premises, be put in
documentary for@d operate the facilities to put the material in
documentary form and seize the documents produced.
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Search warrants Division 7.1.4
Section 116

(5) A medicines and poisons inspector may seize equipment under
subsetion (4) (a) only iB

(@) it is not practicable to copy the data as mentioned in
subsectior{2) or to put the material in documentary form as
mentioned in subsectiqd) (b); or

(b) possession of the equipment by the occupier of the premises or
someoneelse could be an offence.

116 Person with knowledge of computer to assist access etc

(1) A medicines and poisons inspector may apply to a magistrate for an
order requiring a stated person to provide any information or
assistance that is reasonably neagssa allow the inspector or a
person assisting to do 1 or more of the following:

(a) access data held in or accessible from a computer that is at the
premises;

(b) copy the data to a data storage device;
(c) convert the data into documentary form.
(2) The magistrate may make an order if satisfiedihat

(a) there are reasonable grounds for suspecting that something to
which the warrant relates is accessible from the computer; and

(b) the stated personds

(i) reasonably suspected pbssessing, or having under the
personds control, something
or

(i) the owner or lessee of the computer; or

(i) an employee or agent of the owner or lessee of the
computer; and
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Section 117

Enforcement
Inspection and seizure powers

117

(3)

(4)

(1)

)

(c) the stated person has knowledgé of

(i) the computer or a computer network of which the computer
forms a part; or

(i) measures applied to protect data held in or accessible from
the computer.

A person commits an offence if the person contravenes an order under
this section.

Maximum pendl: 50 penalty units, imprisonment for 6 months or
both.

The provisions of thipart relating to the issue of search warrants
apply, with any necessary changes, to the making of an order under
this section.

Securing electronic equipment

Thissection applies if the medicines and poisons inspector or a person
assisting believes on reasonable ground$that

(@) something (thanaterial) to which the warrant relates may be
accessible by operating electronic equipment at the premises;
and

(b) expet assistance is required to operate the equipment; and

(c) the material may be destroyed, altered or otherwise interfered
with if the inspector or person does not take action.

The medicines and poisons inspector or person assisting may do
whatever $ necessary to secure the equipment, whether by locking it
up, placing a guard or otherwise.
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(3) The medicines and poisons inspector or a person assisting must give
written notice to an occupier of the premise3 of

(@ the inspector 6an toocsecur@theregupments i nt en
and

(b) the fact that the equipment may be secured for up to 24 hours.

(4) The equipment may be secured until the earlier of the following
events happens:

(a) the end of the 2#our period,;
(b) the equipment is operated Whetexpert.

(5) If the medicines and poisons inspector or a person assisting believes
on reasonable grounds that the expert assistance will not be available
within the 24hour period, the inspector or person may apply to a
magistrate to extend the period.

(6) The medicines and poisons inspector or a person assisting must tell
an occupier of the premises of the intention to apply for an extension,
and the occupier is entitled to be heard on the application.

(7) The provisions of thipartrelating to the ssue of search warrants
apply, with any necessary changes, to the giving of an extension
under this section.
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Section 118
118 Copies of seized things to be provided
(1) This section appliesaf
(a) an occupier of premises, or someone else who apparently
represents the occupier, is present at the premises while a search
warrant is executed; and
(b) the medicines and poisons inspector séizes
() adocument, film, computer file or something else that can
be readily copied; or
(i) a data storage devicemtaining information that can be
readily copied.
(2) The occupier or other person may ask the medicines and poisons
inspector to give the person a copy of the thing or information.
(3) The medicines and poisons inspector must give the person the copy
assoon as practicable after the seizure.
(4) However, the medicines and poisons inspector is not required to give
the copy it
(&) the thing was seized under section 115 (Use of electronic
equipment at premises); or
(b) possession of the thing or infortien by an occupier of the
premises or someone else would be an offence.
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Section 119

Division 7.1.5 Return and forfeiture of things seized
119 Receipt for things seized

(1) As soon as practicable after a medicines and poisons inspector seizes
a thing under this parthe inspector must give a receipt for it to the
person from whom it was seized.

(2) If, for any reason, it is not practicable to comply with subse¢ipn
the medicines and poisons inspector must leave the receipt, secured
conspicuously, at the placé seizure under section 106 (Power to
seize things).

(3) A receipt under this section must include the following:
(a) a description of the thing seized,;
(b) an explanation of why the thing was seized;

(cothe medicines and pohowtoecostaci nspectC
the inspector;

(d) if the thing is moved from the premises where it is séized
where the thing is to be taken.

120 Access to things seized

(1) A person who would, apart from the seizure, be entitled to inspect a
thing seized under this ganayd

(&) inspectit; and
(b) ifitis a documerd take extracts from it or make copies of it.
(2) This section does not applydto

(a) athing seized under section 106 (4) (which is about the seizure
of a thing that poses a risk to the healtsafety of people or of
damage to property or the environment); or
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Section 121

(b) athing or information if possession of it by the person otherwise
entitled to inspect it would be an offence.

121 Return of things seized

(1) A thing seized under this part must beuraed to its owner, or
reasonable compensation must be paid by the Territory to the owner
for the loss of the thing,df

(&) an infringement notice for an offence relating to the thing is not
served on the owner within 90 days after the day of seizare an
a prosecution for an offence relating to the thing

() is not started within the 98ay period; or

(i) is started within the 9@ay period but the court does not
find the offence proved; or

(b) an infringement notice for an offence relating to thmg is
served on the owner within 90 days after the day of seizure, the
infringement notice is withdrawn and a prosecution for an
offence relating to the thidg

() is not started within the 98ay period; or

(i) is started within the 9day period buthe court does not
find the offence proved; or

(c) an infringement notice for an offence relating to the thing is
served on the owner and not withdrawn within 90 days after the
day of seizure, liability for the offence is disputed in accordance
with the Magistrates Court Act 1930sectionl32 (Disputing
liability for infringement notice offence) and an information

() is not laid in the Magistrates Court against the person for
the offence within 60 days after the day notice is given
under section 132 that liability is disputed; or
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Section 122

122

(2)

(1)

)

3)

(4)

(i) is laid in the Magistrates Court against the person for the
offence within the 6@lay period, but the Magistrates Court
does not find the offenceqved.

However, this section does not apply

(a) to a thing seized under section 106 (4) (which is about the
seizure of things thatose a risk to the health or safety of people
or of damage to property or the environmgat

(b) to a thing ifthe chief health officer believes on reasonable
grounds that the only practical use of the thing in relation to the
premises where it was seized would be an offence against this
Act or another territory law; or

(c) to athing if possession of it by its aer would be an offence.

Note See also section 125drfeiture of seized things).

Application for order disallowing seizure

A person claiming to be entitled to anything seized under this part
may apply to the Magistrates Court within 10 days dfterday of
the seizure for an order disallowing the seizure.

However, this section does not apply to lang seized under
section106 (4 (which is about the seizure of things tpase a risk
to the health or safety of people or of damage to prpparithe

environment

The application may be heard only if the applicant has served a copy
of the application on the chief health officer.

The chief health officer is entitled to appear as respondent at the
hearing of the application.
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123

(1)

(2)

(3)

(4)

Order for return of seized thing

This section applies if a person claiming to be entitled to anything
seized under this part applies to the Magistrates Court under
section122 for an order disallowing the seizure.

The Magistrates Court must make aneasrdisallowing the seizure if
satisfied thal

(a) the applicant would, apart from the seizure, be entitled to the
return of the seized thing; and

(b) the thing is not connected with an offence against this Act; and
(c) possession of the thing by therson would not be an offence.

The Magistrates Court may also make an order disallowing the
seizure if satisfied there are exceptional circumstances justifying the
making of the order.

If the Magistrates Court makes an order disallowing theussizhe
court may make 1 or more of the following ancillary orders:

(&) an order directing the chief health officer to return the thing to
the applicant or someone else that appears to be entitled to it;

(b) if the thing cannot be returned or has depted in value
because of the seizdrean order directing the Territory to pay
reasonable compensation;

(c) an order about the payment of costs in relation to the application.
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Section 124
124 Adjournment pending hearing of other proceedings

(1) This section applie® the hearing of an application under secti@a
(Application for order disallowing seizure).

(2) Ifit appears to the Magistrates Court that the seized thing is required
to be produced in evidence in a pending proceeding in relation to an
offence agaist a territory law, the court may, on the application of
the chief health officer or its own initiative, adjourn the hearing until
the end of the pending proceeding.

125 Forfeiture of seized things
(1) This section appliesdf

(a) anything seized undehis part has not been returned under
section 121 (Return of things seized); and

(b) an application for disallowance of the seizure under setf@n
(Application for order disallowing seizug)

() has not been made within 10 dafter the day of seizar
or

(i) has been made within the -ty period, but the
application has been refused or has been withdrawn before
a decision in relation to the application had been made.

(2) |If this section applies to the seized thing
(a) itis forfeited to the Teitory; and

(b) it may be sold, destroyed or otherwise disposed of as the chief
health officer directs.
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Section 126

126

127

(1)

(2)

3)

(1)

(2)

Return of forfeited things

This section applies to something forfeited under section 125 that has
not been disposed of in a way that wouldvprs its return.

If the chief health officer becomes satisfied that there has been no
offence against this Act with which thleing is connected, the chief
health officer must, as soon as practicable, returrthimg to the
person from whom it wase&ed or someone else who appears to the
chief health officer to be entitled to it.

On its return, any proprietary and other interests inthingg that
existed immediately before its forfeiture are restored.

Cost of disposal of forfeited things

This section appliesaf

(&) a person is convicted, or found guilty, of an offence against this
Act in relation to something forfeited to the Territory under this
part; and

(b) the thing is connected with an offence against this Act; and

(c) the person was the owner of the thing immediately before its
forfeiture.

Note Found guiltyd see thd_egislation Act dict, pt 1.

If this section applies, costs incurred by or on tfatfathe Territory
in relation to the lawful disposal of the thing (including storage costs)
are a debt owing to the Territory by the person.
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Section 128
Division 7.1.6 Medicines and poisons inspectorsd

128

129

(1)

(@)

(1)

)

3)

other provisions

Disposal etc of things obtained otherwise than under
pt 7.1

This section applies if the chief health officer comes into possession
of a regulated substance or regulated therapeutic good otherwise than
under this part.

The chief health offieemay dispose of the regulated subst or
regulated therapeutic good as prescribed by regulation.

Damage etc to be minimised

In the exercise, or purported exercise, of a function under this part, a
medicines and poisons inspector must take all reasonable steps to
ensure that the @pector, and any person assisting the inspector,

causes as little inconvenience, detriment and damage as practicable.

If a medicines and poisons inspector, or a person assisting a medicines
and poisons inspector, damages anything in the exercisepmriaad
exercise of a function under this part, the inspector must give written
notice of the particulars of the damage to the person the inspector
believes on reasonable grounds is the owner of the thing.

If the damage happens at premises entere@rutids part in the
absence of the occupier, the notice may be given by leaving it, secured
conspicuously, at the premises.
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Chapter 7 Enforcement

Part 7.1 Inspection and seizure powers
Division 7.1.6 Medicines and poisons inspectorsd other provisions
Section 130
130 Compensation for exercise of enforcement powers

(1) A person may claim compensation from the Territory if the person
suffers Iss or expense because of the exercise, or purported exercise,
of a function under this part by a medicines and poisons inspector or
a person assisting the inspector.

(2) Compensation may be claimed and ordered in a proceedihg for
(&) compensation brougin a court of competent jurisdiction; or

(b) an offence against this Act brought against the person making
the claim for compensation.

(3) A court may order the payment of reasonable compensation for the
loss or expense only if satisfied it is justrt@mke the order in the
circumstances of the particular case.

(4) A regulation may prescribe matters that may, must or must not be
taken into account by the court in considering whether it is just to
make the order.

(5) To remove any doubt, this sectionedmot authorise a court to order
the payment of compensation for regulated substances or regulated
therapeutic goods seized by a medicines and poisons inspector if the
substance or good was recalled under Theerapeutic Goods

Act 1989(Cwlth).
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Enforcement Chapter 7

Taking and analysis of samples of substances Part 7.2
Section 131
Part 7.2 Taking and analysis of samples

of substances

131 Inspector may buy samples without complying with pt 7.2

This part does not stop a medicines and poisnsgector from
buying a sample of a substance for analysis for the routine monitoring
of compliance with this Act without complying with the requirements
of this part.

Note For the admissibility of the analysis of a sample of a substance taken by
a medicires and poisons inspector, see s 181.

132 Person in charge etc to be told sample to be analysed

(1) This section applies if a medicines and poisons inspector proposes to
take, or takes, a sample of a substance for analysis from premises
where a regulatedibstance is dealt with.

(2) Before or as soon as practicable after taking the sample, the medicines
and poisons inspector must tell a person in charge of the premises of
the inspectords intention to have th

(3) Ifa person in charge it present or readily available, the medicines
and poisons inspector must instead tell the person from whom the

sample was obtained of the inspectort
analysed.
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Chapter 7 Enforcement

Part 7.2 Taking and analysis of samples of substances
Section 133
133 Payment for samples

(1) This section applies if a medicinesd poisons inspector takes a
sample of a substance for analysis from premises where a regulated
substance is dealt with.

(2) The medicines and poisons inspector must pay, or offer to pay, the
person from whom the sample is ta&en

(&) the amount (if any)prescribed by regulation as the amount
payable for the sample; or

(b) if no amount is prescribédthe current market value of the
sample.

134 Samples from packaged substances

If a package of a substance contaire 2nore smaller packages of
the same subsnce, thamedicines and poisons inspectoay take
1 of the smaller packages for analysis.

135 Procedures for dividing samples
(1) This sectiod

(a) applies to a sample of a substance being taken by a medicines
and poisons inspector for analysis; and

(b) is subject to section 136.
(2) The medicines and poisons inspector rust

(a) divide the sample into 3 parts, and mark and either seal or fasten
each part; and

(b) leave 1 part with the person told under section 132 (Person in
charge etc to be tolhsmp |l e t o be analysed) of
intention to have the sample analysed; and

(c) keep 1 part for analysis; and

(d) keep 1 part for future comparison with the other parts.
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Enforcement Chapter 7
Taking and analysis of samples of substances Part 7.2

Section 136

(3) If asample of a substance taken iedicines and poisomsspector
is in the form of separate or severable objects, the inspector

(&) may take a number of the objects; and
(b) if the inspector takes a number of the objects, &ust

(i) divide them into 3 parts each consisting of 1 or more of the
objects, or of the severable parts of the objects, and mark
and either seal or fasten each part; and

(i) deal with the sample under subsection (2) (b) to (d).

136 Exception to usual procedures for dividing samples

(1) This section applies to a sample afsubstance being taken by a
medicines and poisons inspector for analysis if dividing the substance
into 3 parts would9 in the inspector

(a) so affect or impair the composition or quality of the sample as
to make the parts unsuitable for aateranalysis; or

(b) result in the parts being too small for accurate analysis; or

(c) otherwise make the sample unsuitable for analysis (including a
method of analysis prescribed by regulation for the substance in
relation to which the sample is taken).

(2) Themedicines and poisons inspectoay take as many samples as
the inspector considers necessary to allow an accurate analysis to be
made, and may deal with each sample in any way that is appropriate
in the circumstances, instead of complying witbt®on 135.
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Chapter 7 Enforcement

Part 7.2 Taking and analysis of samples of substances
Section 137
137 Certificates of analysis by authorised analysts

(1) The analysis of a sample of a substance for the chief health officer
must be carried out by, or under the supervision of, an authorised
analyst.

(2) An authorised analyst who analyses sample must give to the chief
health officer a certificate of analysis t@at

(a) is signed and dated by the analyst; and

(b) contains a written report of the analysis that sets out the findings;
and
(c) identifies the method of analysis.

Note 1 If a form is approved under s 198 for the certificate, the form must be
used.

Note 2 For evidentiary certificates by authorised analysts, seBubéc Health
Act1997 s 135A

(3) In this section:

authorised analystmeans an analyst appointed under Eheblic
Health Act 1997 section 15who is authorised under that Act to
exercise a function under this Act.
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Restrictions on dealing with regulated substances and regulated Chapter 8
therapeutic goods

Authorisationsd disciplinary action Part 8.1
Section 138
Chapter 8 Restrictions on dealing with

regulated substances and
regulated therapeutic goods

Part 8.1 Authorisationsd disciplinary
action
138 Applicationd pt 8.1

(1) This part does not apply in relation to a dealing by a person with a
regulated substance or regulated therapeutic good if the deding is

(a) authorised by a licencar permit under a Commonwealth Act;
or

(b) the dealing is otherwise in accordance with a Commonwealth
Act.

Note A reference to an Act includes a reference to the statutory instruments
made or in force under the Act, including any regulatemel_egislation
Act, s 104).

(2) To remove any doubt, this part does not limit the power of anyone
exercising a function under this Acitto

(a) make a notification under thidealth Practitioner Regulation
National Law (ACTpbout a health practitioner; or

(b) make a complaint under tMeterinary Practice Act 201®art5
about a veterinary practitioner.

Note Function includes authority, duty and power (desgislation Act dict,
pt 1).
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Chapter 8 Restrictions on dealing with regulated substances and regulated
therapeutic goods

Part 8.1 Authorisationsd disciplinary action
Section 139
139 Definitionsd pt 8.1
In this part:

authorisation holdermeans a person who is, or has been, authorised
to deal with a regulated substance or regulated therapeutic good.

disciplinary actiord see sectioi41.
disciplinary noticéd see section 142.

ground for disciplinary action against an authorisation hol8esee
section 140.

interstate wholesalemeans a person who is or has been authorised
undep

(@) section 20 (4) (Whenauthorised to deal with regulated
substances) to supply a regulated substance by wholesale; or

(b) section 22 (2) (Whenauthorised to deal with regulated
therapeutic goods) to supply a regulated therapeutic good by
wholesale.

140 Grounds for disciplinary action against authorisation
holders

(1) Each of the following is ground for disciplinary actionagainst an
authorisation holder:

(a) the authorisation holder has given information to the chief health
officer that was false or misleading in a material particular;

(b) the authorisatin holder has failed to give information required
to be given under this Act;

(c) the authorisation holder has contravened a condition of the
authorisation;
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Restrictions on dealing with regulated substances and regulated Chapter 8
therapeutic goods
Authorisationsd disciplinary action Part 8.1

Section 140

(d) the authorisation holder, or an agent or employee of the
authorisation holder, has contraeenthis Act (whether or not
the authorisation holder or employee is convicted, or found
guilty, of the offence);

Note A reference to an Act includes a reference to the statutory
instruments made or in force under the Act, including any
regulation §eelegislation Act s 104).

(e) if the authorisation holder is or has been a licemalee®

() when the chief health officer issued the licence, grounds
existed to refuse the applicatitor the licence but the chief
health officer was not aware of them; or

(i) the licenceholder is not, or is no longer, a suitable person
for a licence; or

(i) the licenceholder no longer carries out the dealing to
which the licence relates; or

(iv) aground mentioned in paragraph (a), (b), (c) or (d) applies
in relation to a close associate of, or influential person for,
the licenceholder; or

(v) a close associate of, or influential person for, the
licenceholder is not, or is no longer, a sui@lperson for
the licence;

(H if the person is or was an interstate wholegaler

(i) the person, or an agent or employee of the person, supplied
a regulated substance or regulated therapeutic good to
someone not authorised to obtain it; or

(i) the persn, or an agent or employee of the person,
contravened a condition or restriction that applies or
applied to the person under a corresponding law or a

regulation.
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Chapter 8 Restrictions on dealing with regulated substances and regulated
therapeutic goods
Part 8.1 Authorisationsd disciplinary action

Section 141

(2) In subsection (1) (d), a reference tocantraventionof this Act
includes a referende the following:

(a) a contravention of th€riminal Codein relation to a document
completed, kept or given, or required to be completed, kept or
given, under this Act;

(b) a corravention of theCriminal Coden relation to anything else
done, or not done, under this Act.

Note See also th€riminal Code pt 2.4 (Extensions of criminal responsibility)
and pt 2.5 (Corporate criminal responsibility).

(3) In this section:
close associate see section 79.

influential persord see section 80.

141 Disciplinary action against authorisation holders

(1) Each of the following iglisciplinary actionwhen takeragainst an
authorisation holder (other than a former authorisation holder):

(@) reprimanding the authaation holder;

(b) requiring the authorisation holder, or an employee of the
authorisation holder, to complete a stated course of training to
the satisfaction of the chief health officer or another stated
person;

(c) imposing a condition on the authotisa on hol der 6 s aut h
deal with a regulated substance or regulated therapeutic good;

(d) amendingt he authorisation holderds at
regulated substance or regulated therapeutic good,;
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Restrictions on dealing with regulated substances and regulated Chapter 8
therapeutic goods
Authorisationsd disciplinary action Part 8.1

Section 141

(e) suspending the aut hydo ded withia o n
regulated substance or regulated therapeutic good, or a
particular authorised dealing under the authorisétion

(i) for a stated period; or

(i) until the authorisation holder, or an employee of the
authorisation holder, completes atsthcourse of training
to the satisfaction of the chief health officer or someone
else; or

(i) until a stated event happens;

M cancelling the authorisation
regulated substance or regulated therapeutic good,;

(g) if the authorisation holder is an interstate whole8aler
prohibiting the authorisation holder from supplying a regulated
substance or regulated therapelgood by wholesale in the
ACT;

(h) if the authorisation holder is authorised to access and use the
monitaed medicines databasemending, suspending or
cancelling the authority to access and use the database.

(2) Each of the following idisciplinary actionwhen takemagainst a
former authorisation holder:

(&) reprimanding the former authorisation holder;

(b) disqualifying the former authorisation holder from being
authorised, or authorised in a particular way, to deal with a
regulated substance or regulated therapeuticdjood

(i) for a stated period; or

(i) until the former authorisation holder, or ang@ayee of the
former authorisation holder, completes a stated course of
training to the satisfaction of the chief health officer or
someone else; or
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Chapter 8 Restrictions on dealing with regulated substances and regulated
therapeutic goods
Part 8.1 Authorisationsd disciplinary action

Section 142

(ii) until a stated event happens;

(c) ifthe former authorisation holder was an interstate whol&saler
prohibiting the former authorisation holder from supplying a
regulated substance or regulated therapeutic good by wholesale
in the ACT.

142 Taking disciplinary action against authorisation holders

(1) If the chief health officer is satisfied that a grduior disciplinary
action exists, or may exist, in relation to an authorisation holder, the
chief health officer may give the authorisation holder a notice (a
disciplinary noticg.

(2) The disciplinary notice mudt
(a) state the ground fatisciplinary action; and

(b) tell the authorisation holder that he or she may, not later than
3 weeks after the day the authorisation holder is given the notice,
give a written response to the chief health officer about the
notice.

(3) If, after consideng any response given not later than the end of the
3-week period, the chief health officer is satisfied that a ground for
disciplinary action exists in relation to the authorisation holder, the
chief health officer may take disciplinary action againsé th
authorisation holder.

(4) Toremove any doubt, the disciplinary action may consist of 2 or more
of the actions mentioned in section 141.

(5) The disciplinary action takes effect when the authorisation holder
receives written notice of the action orthe notice states a later time
of effect, at the stated time.
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Restrictions on dealing with regulated substances and regulated Chapter 8

therapeutic goods
Authorisationsd disciplinary action Part 8.1

Section 143

143
1)

(2)

3)

(4)

Immediate suspension of authorisations

This section applies if the chief health officer has given, or is
considering whether to give, a disciplinary notice to an authorisation
holder.

The chief health officer may give the authorisation holder a written
notice (anmmediate suspension notirsuspending

@ the authorisation holderdés author

substance or regulated therapeutic good; or
(b) a particulamauthorised dealing under the authorisation.

However, the chief health officer may suspend the authorisation
under subsection (2) onlyaif

(a) the chief health officer has taken into account the circumstances
leading to the decision to give or conside/ing the disciplinary
notice and the grounds stated, or that may be stated, in the
disciplinary notice; and

(b) the chief health officer believes on reasonable grounds that it is
in the public interest that the authorisation be suspended before
a decsion is made whether or not to take action against the
authorisation holder under section 142.

If an immediate suspension notice is given to the authorisation holder,
the authorisation hol der 0s aut
substance or regukd therapeutic good to which the authorisation
relates is suspended when the notice is given to the authorisation
holder.

Note If the authorisation is a licence or approval, the licence or approval must
be returned to the chief health officer, see s 145.
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Chapter 8 Restrictions on dealing with regulated substances and regulated
therapeutic goods
Part 8.1 Authorisationsd disciplinary action

Section 144

(5) If the authorisation holder is given an immediate suspension notice
because the chief health officer is considering whether to give a
disciplinary notice to the authorisation holder, the chief health officer
must, as soon as practicable

(a) give a dsciplinary notice to the authorisation holder; or

(b) tell the authorisation holder in writing that a disciplinary notice
will not be given to the authorisation holder.

(6) An immediate suspension notice edids

(a) ifthe chief health officer decides rtotgive a disciplinary notice
to the authorisation hold&rwhen the chief health officer tells
the authorisation holder about the decision under subsection (5)
(b); or

(b) if a disciplinary notice is given to the authorisation hadder
() when any discilinary action takes effect; or

(i) the authorisation holder is given written notice by the chief
health officer that no disciplinary action will be taken.

144 Effect of suspension of authorisations

(1) If an authorisation to deal with a regulated sutmtaor regulated
therapeutic good is suspended, the authorisation does not authorise
the authorisation holder to carry on any dealing with the regulated
substance or regulated therapeutic good under the authorisation
during the suspension.

(2) If an authoised dealing with a regulated substance or regulated
therapeutic good under an authorisation is suspended, the
authorisation

(a) does not authorise the authorisation holder to carry out the
dealing under the authorisation during suspension; and

(b) is taken to bemendedinder this part to the extent necessary to
give effect to the suspension.
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Restrictions on dealing with regulated substances and regulated Chapter 8
therapeutic goods
Authorisationsd disciplinary action Part 8.1

Section 145

145 Return of certain licences and approvals
(1) A person commits an offenceif
(&) the person is the holderdf
(i) alicence; or

(i) an approval under section 20 (1) (c) (Wlanhorisedto
deal with regulated substances) or sec#2rfl) (c) (When
authorisedto deal with regulated therapeutic goods); and

(b)) the personds authorisation to deal
regulaed therapeutic good @mendedsuspended or cancelled
under this part; and

(c) the person fails to return the licence or approval to the chief
health officer as soon as practicable (but not later thadey3)
after the day the person is told aboutah®ndmentsuspension
or cancellation.

Maximum penalty: 20 penalty units.
(2) An offence against this section is a strict liability offence.
146 Action by chief health officer in relation to certain
licences and approvals

(1) If a licence or approval amdad under this part is returned to the
chief health officer, the chief health officer miist

(&) amend the licence or approval and return it to the authorisation
holder; or

(b) give the authorisation holder a replacement licence or approval
that includeghe amendment.

Note A licence or approval is taken to be amended if an authorised dealing
under the licence or approval is suspended (see s 144 (2)).
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Chapter 8 Restrictions on dealing with regulated substances and regulated
therapeutic goods
Part 8.1 Authorisationsd disciplinary action

Section 146

(2) If a licence or approval is suspended under this part and the
suspension ends before the enthefterm of the licence or approval,
the chief health officer mudt

(a) return the licence or approval to the authorisation holder; or

(b) give the authorisation holder a replacement licence or approval
for the remainder of the term of the licence gorapal.

(3) In this section:

approval means an approval under section 20 (1) (c) (When
authorisedto deal with regulated substances) or se@®r(1) (c)
(Whenauthorisedto deal with regulated therapeutic goods).
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Restrictions on dealing with regulated substances and regulated Chapter 8

therapeutic goods

Controlled medicines and prohibited substancesd disqualification by courts Part 8.2

Section 147

Part 8.2 Controlled medicines and

147

148

(1)

(2)

3)

(4)

prohibited substancesd
disqualification by courts

Definitionsd pt 8.2
In this part:
drug offencemeans an offence agaiést

(&) chapter 4 (Offences relating to regulated substances) in relation
to a controlled medicine or prohibited substance; or

(b) theCriminal Code chapter 6 (Serious drug offences); or

(c) theDrugs of Dependence Act 198sart10 (Offences).

relevant persormean$

(a) aperson who is authorised to deal with a regulated substance; or

(b) a person who is authorised under this Act or another territory
law to possess a controlled medicine or prohibited substance.

Drug offencesd disqualification from dealing

This section applies if a relevant person is convicted, or found guilty,
of a drug offence.

The convicting court may direct that the relevant person must not,
during a stated period, deal with a controlled mediomnprohibited
substance (or both) in the ways stated in the direction.

However, the court must not give the direction unless satisfied that
giving the direction is in the interests of the person or the public.

TheMagistrates Court Act 1938ection 208 (which is about appeals
in criminal matters) applies in relation to the direction as if the
direction were a penalty imposed by the court in relation to the
conviction of a prson of an offence.
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Chapter 8 Restrictions on dealing with regulated substances and regulated
therapeutic goods

Part 8.2 Controlled medicines and prohibited substancesd disqualification by courts
Section 149
149 Notice of disqualification from dealing

@1 f a court gives a direction under s
must give a copy of the directiondto

() the relevant person; and
(b) the chief health officer.
(2) The chid health officer must give a copy of the directiod to
@ the relevant personés employer (if

(b) if the relevant person is a veterinary practitiénéne veterinary
practitioners board; and

(c) if the relevantperson is a health practitiodethe relevant
national board for the person under tHealth Practitioner
Regulation National Law (ACT)

150 Effect of disqualification from dealing

(1) This section applies if a direction is given under section 148 (2) (Drug
offence® disqualification from dealing) in relation to a relevant
person.

A

(2 The relevant persond6s authorei sati on
or prohibited substance is taken, to the extent necessary to give effect

to the courtdéds direction, not to be
direction.
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Restrictions on dealing with regulated substances and regulated Chapter 8
therapeutic goods
Surrender of prescribed authorisations Part 8.3

Section 151

Part 8.3 Surrender of prescribed
authorisations

151 Applicationd pt 8.3

This partapplies to a person who is authorised under a regulation to
deal with a regulated substance or regulated therapeutic good, other
thard

(@) alicenceholder; or
Note For the surrender of a licence, see s 97.

(b) apersonwho is dealing with a medicingorson in accordance
with an approval by the chief health officer under a regulation;
or

Note The approval may be revoked by the chief health officer (see
Legislation Act s 46 (1)).

(c) a medicines and poisons inspector; or

(d) a person prescribed by regulation.

152 Surrender of authorisation under regulation

(1) A person to whom this part applies may, by written notice
(asurrender noticé given to the chief health officer, deathat the
person does not wish to be authorised under a reguation

(a) to deal with a stated regulated substance or regulated therapeutic
good; or

(b) for stated dealings with a stated regulated substance or regulated
therapeutic good.
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Chapter 8 Restrictions on dealing with regulated substances and regulated
therapeutic goods
Part 8.3 Surrender of prescribed authorisations

Section 153

(2) A surrende noticed

(&) may state a period during which the declaration is to apply or an
event on which the declaration ends; and

(b) may be revoked by giving the chief health officer written notice
of the revocation at least 7 days before the revocation takes
effect.

(3) If the chief health officer receives from a person a surrender notice or
notice revoking a surrender notice, the chief health officer must give
a copy of the notice &

@ the personds employer (i f any),; ar

(b) if the relevant person is ateginary practitioney the veterinary
practitioners board; and

(c) if the relevantperson is a health practitiodethe relevant
national board for the person under théealth Practitioner
Regulation National Law (ACT)

153 Effect of surrender of authorisation under regulation

(1) This section applies while a surrender notice under section 152
relating to a regulated substanceregulated therapeutic good is in
force in relation to a person.

2) The personbs authorisation to deal
regulated therapeutic good is taken, to the extent necessary to give
effect to the surrender notice, not to be in foutele the notice is in
force.
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Section 154

Chapter 9 Notification and review of

154

155

155A

decisions

Meaning of reviewable decisiond ch 9
In this chapter:

reviewable decision means a decision mentioned in
scheduléel, column 3 under a provision of this Act mentioned in
column 2 in relation to the decision.

Reviewable decision notices

If a person makes a reviewable decision, the person must give a
reviewalbe decision notice to each entity mentioned in schedule 1,
column 4 in relation to the decision.

Note 1 The person must also take reasonable steps to give a reviewable decision
notice to any other person whose interests are affected by the decision
(seeACT Civil and Administrative Tribunal Act 200867A).

Note 2 The requirements for reviewable decision notices are prescribed under
the ACT Civil and Administrative Tribunal Act 2008

Applications for review

The following may apply to th&ACAT for a review of a reviewable
decision:

(&) an entity mentioned in schedule 1, column 4 in relation to the
decision;

(b) any other person whose interests are affected by the decision.

Note If a form is approved under theCT Civil and Administrative Tribunal
Act 2008for the application, the form must be used.
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Preliminary

Section 156

Chapter 10 Incorporation of

Commonwealth therapeutic
goods laws

Part 10.1 Preliminary

156

Definitionsd ch 10
In this chapter:

applied provisiongneans the Commonwealth therapeutic goods laws
that apply as a law of the Territory under section 157.

Commonwealth administrative lawsiean$

(a) theAdministrative Appeals Tribunal Act 197GwiIth); and
(b) theFreedom of Information Act 19Zwilth); and

(c) theOmbudsman Act 191€wlth); and

(d) thePrivacy Act 198§Cwilth).

Note A reference to an Act includes a reference to the statutory instruments
made or in force under the Act, including any regulatemel_egislation
Act, s 104).

Commonwealth Minister means the Minister responsible for
administering the Commonwealth therapeutic goods laws.

Commonwealth  Secretary means the Secretary of the
Commonwealth department thad is

(&) administered by the Commonwealth Minister; and

(b) responsible for the Commonwealth therapeutic goods laws.
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Incorporation of Commonwealth therapeutic goods laws Chapter 10
Preliminary Part 10.1

Section 156

Commonwealth therapeutic goods lawseans theTherapeutic
Goods Act 1989Cwilth) (including the statutory instruments under
the Act) as modified by this Act.

Note 1 A reference to an Act includes a reference to the statutory instruments
made or in force under the Act, incladiany regulationsgel egislation
Act, s 104).

Note 2 A reference to a law includes a reference to the law as originally made
and as in force from time to time (seegislation Act s 102).

Note 3 Commonwealth legislation is availablevatyw.comlaw.gov.au
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Part 10.2 Application in ACT of Commonwealth therapeutic goods laws
Division 10.2.1 The applied provisions
Section 157

Part 10.2 Application in ACT of

Commonwealth therapeutic
goods laws

Division 10.2.1 The applied provisions

157

(1)

(2)

158
1)

Application of Commonwealth therapeutic goods laws to
ACT

The Commonwealth therapeutic goods laws apply as a law of the
Territory.

Note Commonwealth therapeutic goods ladvsee s156.
This Act maymodify the applied provisions.

Note A reference to an Act includes a reference to the statutory instruments
made or in force under the Act, including any regulats@el egislation
Act, s 104).

Interpretation of Commonwealth therapeutic goods laws

The Acts Interpretation Act 190{Cwlth) applies as a law of the
Territory in relation to thénterpretation of the applied provisions as
if the applied provisions were Commonwealth laws.

Note 1 The Acts Interpretation Act 1901 (Cwith) is available at
www.comlaw.gov.au

Note 2 A reference to a law includes a reference to the law as originally made
and as in force from time to time (seegislation Act, s 102).

(2) Thelegislation Actdoes not apply to the applied provisions.
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Section 159

Division 10.2.2 Functions under applied provisions

159

160

161

162

Functions of Commonwealth Minister

The Commonwdth Minister has the same functions under the
applied provisions as the Commonwealth Minister has under the
Commonwealth therapeutic goods laws as those laws apply to the
Commonwealth.

Note Function includes power and duty (skegislation Act dict, pt 1).

Functions of Commonwealth Secretary

The Commonwealth Secretary has the same functions under the
applied provisions athe Commonwealth Secretary has under the
Commonwealth therapeutic goods laws as those laws apply to the
Commonwealth.

Functions of other people

A medicines and poisons inspector or Commonwealth officer under
the Commonwealth therapeutic goods laws th@ssame functions
under the applied provisions as the inspector or officer has under the
Commonwealth therapeutic goods laws as the laws apply to the
Commonwealth.

Delegations by Commonwealth Minister or Secretary

A delegation by the Commonwealth Mster or the Commonwealth
Secretary under thEherapeutic Goods Act 19§@wilth), section 57

is taken to extend to, and have effect for the purposes of, the
correspondig provision of the applied provisions.
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Section 163

163 Appointments under Commonwealth therapeutic goods
laws

The appointment of a person to a position under a provision of the
Commonwealth therapeutic goods laws is taken to extend to, and
have effect for the purpose§ the applied provisions.

Division 10.2.3 Applied provisionsd administrative
law matters
164 Application of Commonwealth administrative laws to

applied provisions

(1) The Commonwealth administrative laws apply as laws of the
Territory to any matter aiiisg in relation to the applied provisions as
if those provisions were a law of the Commonwealth and not a
territory law.

Note Subsection (4) contains an exception to s (1).

(2) For the purposes of a territory law, a matter arising in relation to the
applied provisiond

(a) is taken to be a matter arising in relation to the laws of the
Commonwealth in the same way as it would if the applied
provisions were a law of the Commonwealth; and

(b) is taken not to be a matter arising in relation to the lawseof th
Territory.

(3) However, a regulation may modify the operation of subsection (2).

(4) A provision of a Commonwealth administrative law applied under
subsection (1) that purports to give jurisdiction to a federal court is
taken not to have thaffect.
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Applied provisionsd offences Division 10.2.4
Section 165
165 Functions given to Commonwealth officers and
authorities

(1) A Commonwealth administrative law applying as a territory law
under section 164 that gives a Commonwealth officer or
Commonwealth authority a function also gives the officer or aityho
the same function in relation to a matter arising in relation to the
applied provisions.

Note Function includes power and duty (skegislation Act dict, pt 1).

(2) In exercisng a function given by this section, the Commonwealth

officer or Commonwealth authority must act as nearly as practicable

as the officer or authority would act in exercising the same function
under the Commonwealth administrative law.

(3) A function given to a Commonwealth officer or Commonwealth
authority because of this section cannot be exercised by a territory
officer or territory authority.

Division 10.2.4 Applied provisionsd offences

166 Objectd div 10.2.4

(1) The object of this division is to furthéhe object of this chapter by
providing for an offence against the applied provisions to be treated
as if it were an offence against a law of the Commonwealth.

(2) For subsection (1), the purposes for which an offence is to be treated
as if it were an fience against a law of the Commonwealth include,
for examplé

(a) the investigation and prosecution of offences; and

(b) the arrest, custody, bail, trial and conviction of offenders or
people charged with offences; and
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(c) proceedings relating to matse mentioned in paragraph (a)
or (b); and

(d) appeals and review relating to criminal proceedings and to
proceedings of the kind mentioned in paragraph (c); and

(e) the sentencing, punishment and release of people convicted of
offences; and

() fines, penalties and forfeitures; and
(g) liability to make reparation in connection with offences; and
(h) proceeds of crime; and
(i) spent convictions.

167 Application of Commonwealth criminal laws to offences
against applied provisions

(1) The relevant Comonwealth laws apply as laws of the Territory in
relation to an offence against the applied provisions as if the applied
provisions were a law of the Commonwealth and not a law of the
Territory.

(2) For the purposes of a territory law, an offence agatmstapplied
provision®)

(a) istaken to be an offence against the laws of the Commonwealth
in the same way as it would be if the applied provisions were a
law of the Commonwealth; and

(b) is taken not to be an offence against the laws of the Territory.

(3) However, a regulation may modify the operation of subsection (2).
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Applied provisionsd offences Division 10.2.4
Section 168

(4)

168

(1)

(2)

169

(1)

In this section:
relevant Commonwealth lawsiean$

(a) the Commonwealth laws that would apply in relation to an
offence against the applied provisions if it were an offence
against a law of the Commonwealth; and

(b) includes any Commonwealth law in relation to a matter
mentioned in section 166 (2) (a) to (i).

Functions of Commonwealth officers and authorities
relating to offences

A provision of a Commonwealth law plying under section 167 that
gives a Commonwealth officer or Commonwealth authority a
function in relation to an offence against the Commonwealth
therapeutic goods laws also gives the officer or authority the same
function in relation to an offence agditise corresponding provision

of the applied provisions.

Note Function includes power and duty (seegislation Act dict, pt 1).

In exercising a function given by subsect{@h the Commonwealth
officer or Commonwealth authority must act as nearly as practicable
as the officer or authority would act in exercising the same function
in relation to an offence against the corresponding provision of the
Commonwealth therapeutic gaotaws.

No double jeopardy for offences against applied
provisions

This section appliesdf

(@) an act or omission is an offence against both the applied
provisions and the Commonwealth therapeutic goods laws; and

(b) the offender has been pulnéd for the offence under the
Commonwealth laws.
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Section 170

(2) The offender is not liable to be punished for the offence under the
applied provisions.

Division 10.2.5 Applied provisionsd other provisions
170 Commonwealth may keep fees paid to Commonwealth
Secretary

The Commonwealth may keep fees paid to, or recovered by, the
Commonwealth Secretary in relation to the exercise of functions
given to the Secretary by the applied provisions.
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Chapter 11 Procedural and evidentiary
provisions
Part 11.1 General provisions about

offences against Act

171 Acts and omissions of representatives of individuals
(1) In this section:

fault elementincludesintention, knowledge, recklessness, opinion,
belief or purpose but does not include negligence.

offence against this Acincludes an offence against tliminal
Codein relation t®

(@) a document completed, kept or given, or required to be
completed, kept or given, under thistAand

(b) anything else done, or not done, under this Act.
personmeans an individual.

Note See theCriminal Code pt 2.5 for provisions about corporate criminal
responsibility.

representative of a person, means an employee or agent of the
person.

(2) This section applies to a prosecution for an offence against
(&) a provision od
() chapter 4 (Offences relating to regulated substanoes

(i) chapters (Offences relatingto regulated therapeutic
goods); or

(b) section 96 (Contravening licencenditions.
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Section 171

(3) Conduct engaged in by a representative of a person within the scope
of the representativeds actual or a
have been engaged in thetperson.

(4) However, subsection (3) does not apply if the person establishes that
the person took all reasonable steps to prevent the conduct.

(5) In deciding whether the person took all reasonable steps to prevent
the conduct, a court must consider

(a) any action the person took to ensure that the representative had
a reasonable knowledge and understanding of the requirement
to comply with the contravened provision; and

(b) the level of management, control or supervision that was
appropriate for th person to exercise over the representative.

(6) Subsection (5) does not limit the matters that the court may consider.

(7) If it is relevant to prove that a person had a fault element or was
negligent in relation to a physical element of an offende,ehough
to show thad

(a) the conduct relevant to the physical element was engaged in by
a representative of the person within the scope of the
representativeds actual or apparer

(b) the representative had the fault element or wasigedl in
relation to the physical element.

(8) A person may rely on th€riminal Code section 36 (Mistake of
factd strict liability) in relation to conduct by eepresentative that
would be an offence by the person onfy if

(a) the representative was under a mistaken but reasonable belief
about the facts that, had they existed, would have meant that the
conduct would not have been an offence; and

(b) the persomproves that the person exercised appropriate diligence
to prevent the conduct.
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Section 172

(9) A person may not rely on tt@&iminal Code section39 (Intervening
conduct or event) in relatioto a physical element of an offence
brought about by someone else if the other person is a representative
of the person.

(10) A person who is convicted of an offence cannot be punished by
imprisonment for the offence if the person would not have been
convicted of the offence without subsection (3) or subsection (7).

172 Criminal liability of executive officers
(1) An executive officer of a corporation commits an offende if
(a) the corporation commits a relevant offence; and

(b) the officer was recklesabout whether the relevant offence
would be committed; and

(c) the officer was in a position to influence the conduct of the
corporation in relation to the commission of the relevant
offence; and

(d) the officer failed to take reasonable steps to prevbe
commission of the relevant offence.

Maximum penalty: The maximum penalty that may be imposed for
the commission of the relevant offence by an individual.

(2) In deciding whether the executive officer took (or failed to take) all
reasonable steps to prevent the commission of the offercmyra
must consider any action the officer took directed towards ensuring
the following (to the extent that the action is relevant to the act or
omission):

(a) that the corporation arranges regular professional assessments
of the <cor por withthepravision toevimgh the a n c e
relevant offence relates;

(b) that the corporation implements any appropriate
recommendation arising from such an assessment;
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Section 172

(¢ that the corporationbés empl oyees,
reasonable knowledge anddanstanding of the requirement to
comply with the provision to which the relevant offence relates;

(d) any action the officer took when the officer became aware that
the relevant offence was, or might be, about to be committed.

(3) Subsection (2) does nlimit the matters the court may consider.

(4) Subsection (1) does not apply if the corporation would have a defence
to a prosecution for the relevant offence.

Note The defendant has an evidential burden in relation to the matters
mentioned in €4) (seeCriminal Code s58).

(5) This section applies whether or not the corporation is prosecuted for,
or convicted of, the relevant offence.

(6) In this section:
relevant offencemeansan offence against any of the following:
(a) section 26 (1) (Supplying declared substances);

(b) section 28 (Supplying declared substances on invalid supply
authoritie® recklessness);

(c) section 29 (Supplying declared substances on invalid supply
authoritie® other offences);

(d) section 30 (Cancellation etc of invalid supply authorities for
declared substances);

(e) section 34 (1), (2) or (3) (Discarding declared etc substances);
() section 35 (1) (Obtaining certain declared substances);
(g) sedion 36 (Possessing certain declared substances);

(h) section 37 (1) or (¥ (Administering certain declared
substances);

(i) section 38 (1) (Issuing purchase orders for declared substances);
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()
(k)
()
(m)

(n)

(0)

(P)
(@)
()
()
(t)

(u)
v)

(w)

)

v)

(@)

(za)

section 40 (1) or (3) (Prescribing medicines);
section 41 (Issuing requisitions for medicines);
section 42 (Issuing standing orders for medicines);

section 43 (1) or (2) (Medicines for animals not to be prescribed
etc for human use);

section 44 (Contravening authorisation conditions for regdla
substances);

section 45 (1) (Pretending to be authorised to deal with regulated
substance);

section 55 (Registedschanges etc to entries);

section 59 (1) (Packaging of supplied regulated substances);
section 60 (1jLabelling of supplied regulated substances);
section 61 (Storing declared substances);

section 64 (2) (False statements to obtain certain regulated
substances etc);

section 65 (Falsely representing substance is regulated);

section 68 Yending machinegs use for supply of regulated
substances);

section 69 (Vending machin&sise for supply of unscheduled
medicines);

section 70 (Manufacture, supply and use of paints containing
white lead);

section 71 (3) (Manufacture, supplydamse of paints for certain
purposes);

section 72 (Manufacture, supply and use of paints for toys);

section 73 (Manufacture, supply and use of paints containing
pesticides);
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Section 173

(zb) section 74 (1) (Supplying regulated therapeutic goods);

(zc) sedion 76 (Pretending to be authorised to deal with regulated
therapeutic goods);

(zd) section 77 (Falsely representing thing is regulated);

(ze) section 96 (1) (Contravening licence conditions).

173 No defence to claim deterioration of sample

It is not adefence in a proceeding for an offence against this Act for
a defendant to claim that any part of a sample kept for future
comparison with a sample that has been analysed has, from natural
causes, deteriorated, perished or undergone material change.

174 Remedial orders by court for offences
(1) This section appliesdf

(a) a person igonvicted, or found guilty, of an offence against this
Act; and

(b) the prosecutor asks the court to make an order under this section;
and

(c) it appears to the court thiie person could partly or completely
rectify a state of affairs that arose as a direct or indirect result of
the conduct that was the subject of the offence.

Note Found guiltyd see thd egislation Act dict, pt 1.

(2) The court may order the person to take any steps that it considers are
necessary and appropriate to rectify the state of affairs and that are
within the persondés power to take.

(3) If a court makes an order undiis section, it may also make any
other consequential orders (including orders about costs) that it
considers appropriate.
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175 Court may order costs and expenses
(1) A court that hears a proceeding for an offence against this Act may
make any order it ewiders appropriate in relation to costs and
expenses in relation to the examination, seizure, detention, storage,
analysis (including further analysis), destruction or other disposition
of anything the subject of the proceeding.
(2) This section does naiffect any other power of the court to award
costs.
176 Court may order forfeiture
A court that convicts a person, or finds a person guilty, of an offence
against this Act may order the forfeiture to the Territory of anything
that was used in the commissiof the offence.
177 Notices of noncompliance by territory entities
(1) This section applies if a territory entity (other than a territmmned
corporation) commits an offence against this Act and the offence is
an infringement notice offence.

Note 1 Territory-owned corporatiod see thd egislation Act dict, pt 1.

Note 2 A reference to an Act includes a reference to statutory instruments made
or in force under the Act, including any regulation and any law or
instrument applied, adopted or incorporatgdlie Act (sed.egislation
Act, s 104).

(2) An authorised person for the infringement notice offence may serve

a notice of noncompliance on the responsililectorgenerafor the

territory entity.

Note For how documents may be served, sed dwgslation Act pt19.5.

(3) In this section:

authorised personfor an infringement notice offence, means an

authorsed person for the infringement notice offence under the

Magistrates Court Act 193Bection 134A
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Section 177

responsibledirector-generab see theAuditor-General Act 1996
dictionary.

territory entity mean$
(&) an administrative unit; or
(b) a territory entity under th&uditor-General Act 1996
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Part 11.2 Evidentiary provisions

178

(1)

(@)

3)

179

Evidenced authorisations under Commonwealth and
State laws

This section applies to the prosecution of a persorafooffence
against chapter 4 (Offences relating to regulated substances) or
chapter 5 (Offences relating to regulated therapeutic goods) if, to
prove the offence, it is necessary to prove that at a particular time the
person was not authorised to deal withregulated substance or
therapeutic good in a particular way.

Without evidence to the contrary, the person is taken not to have been
authorised under a Commonwealth or State law to deal with the
regulated substance or regulated therapeutic godthtnaay at the
particular time.

To remove any doubt, a reference in subsection (2) to a State law does
not include a territory law.

Presumptions

In a proceeding for an offence against this Act, it is presumed until
the contrary is proved on thalance of probabilities, th&t

(a) a regulated substanoe regulated therapeutic gotitht is part
of a batch, lot or consignment of the substance of the same kind
or description is representative of all the substance or good in
the batch, lot or consimgnent; and

(b) each part of a sample of a regulated substance divided for
analysis for this Act is of uniform composition with every other
part of the sample; and

(c) a person manufactured, packed or supplied a regulated
substance or regulated therapegfood if the person appears to
have done so from amgarking or label on an article, container
or packageontaining thesubstancer therapeutic goofbr sale;
and
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Chapter 11 Procedural and evidentiary provisions
Part 11.2 Evidentiary provisions

Section 180

(d) athing that is labelled with the name of
() aregulated substance is the regulaebstance; and

(i) aregulated therapeutic goas the regulated therapeutic
good.

180 Certificate evidence etc

(1) This section applies in relation to a proceedorgan offence against
this Act.

(2) A document that appears to be a copy of a tegmuthorisation or
approval under this Act is evidence of the issue or giving of a licence,
authorisation or approval.

(3) A certificate that appears to be signed by or on behalf of the chief
health officer, and that states any of the following matieessidence
of the matters:

(a) that there was, or was not, in force a licence, authorisation or
approval in relation to a stated person or premises;

(b) that a licence, authorisation or approval authorised or required
or did not authorise or requirestated dealing at a particular
time and place;

(c) that a licence, authorisation or approval was or was not subject
to stated conditions;

(d) that a substance is or is not a regulated substance;

(e) that a regulated substance belongs to or does nondéd a
particular kind of regulated substances;

(H athingis or is not a regulated therapeutic good;

(g) the receipt or otherwise of a notice, application or payment;
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Procedural and evidentiary provisions Chapter 11
Evidentiary provisions Part 11.2

Section 181

(4)

(5)

(6)

181

182

(1)

(2)

®3)

(h) that an amount of fees or another amount is or was payable under
this Act by astated person.

Note For evidentiary certificates by authorised analysts, seBubéc Health
Act1997 s 135A

A certificate that appears to be signed by or on behalf o€tiedt
health officer, and states anything prescribed by regulation, is
evidence of the thing.

A certificate mentioned in subsection (3) or subsection (4) may state
anything by reference to a date or period.

A court must accept a certificate ohet document mentioned in this
section as proof of the matters stated in it if there is no evidence to
the contrary.

Admissibility of analysis of samples taken by inspectors

The analysis of a sample of a substance taken by a medicines and
poisons inspector is admissible in evidence in a proceeding for an
offence against this Act only if the sample was taken as required or
allowed under part 7.2 (Taking and analysis of samples of
substances).

Power of court to order further analysis

This section applies if the court before which a person is being
prosecuted for an offence against this Act is satisfied that there is a
disagreement between the evidence of the analysts for the parties to
the proceeding.

The court may order thahe part of a sample kept for comparison
undersection 135 (Procedures for dividing samples)sent by the
chief health officer to an independent analyst.

For subsection (2), the order may require the sample to be sent to a
particular analyst or toneanalyst agreed to by the parties.
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Chapter 11 Procedural and evidentiary provisions
Part 11.2 Evidentiary provisions

Section 182

(4) An analysis of a sample under this section is for the information of
the court.

(5) Subject to section 175 (Court may order costs and expenses), the cost
of an analysis under this section is payable by the Teyritor
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Regulations about regulated substances and regulated therapeutic goods Chapter 12

Section 183

Chapter 12 Regulations about regulated

183

184

185

substances and regulated
therapeutic goods

Meaning of regulated thingd ch 12
In this chapter:

regulated thingmeans a regulated substance or regulated therapeutic
good.

Regulation-making power

(1) The Executive may make regulations for this Act.

Note Regulations must be notified, and presented to the Legislative Assembly,
under theLegislation Act

(2) A regulation may createffences and fix maximum penalties of not

more than 30 penalty units for the offences.

Regulationsd regulated things

(1) A regulation may make provision in relation to regulated things,

including, for examplé

(a) the methods and equipment for examgnand testing things to
decide whether they are regulated things; and

(b) the methods and equipment for classifying regulated things; and

(c) the storage and display, including requirements about security
and accessibility, of regulated things; and

(d) the advertising and supply of regulated things; and
(e) the safe dealing with regulated things; and

() the use of regulated things; and

R22
31/01/20

Medicines, Poisons and Therapeutic Goods Act 2008 page 153
Effective: 31/01/20-22/06/21

Authorised by the ACT Parliamentary Counseld also accessible at www.legislation.act.gov.au


http://www.legislation.act.gov.au/a/2001-14

Chapter 12

Section 186

Regulations about regulated substances and regulated therapeutic goods

(@)

(h)

(i)

()

(k)

the authorisation, control, notification and prohibition of
dealings with regulated things; and

the plant,premises and systems for dealing with regulated
things; and

the security requirements for premises used to deal with
regulated thingsand

the packing, marking, labelling and packaging of regulated
things, including the maximum sizes gpackages of regulated
things; and

the making and keeping of records in relation to regulated things
(including plant and premises for dealing with regulated things)
and their inspection and auditing.

(2) A regulation may also make provision in redatito regulated things,
and other things, that can be used to manufacture regulated things.

186 Regulationsd authorisations
(1) A regulation may make provision in relation to authorisations for
dealing with regulated things, including, for exandple
(a) the circumstances in which an authorisation is required for
dealing with, or doing something else in relation to, regulated
things, including the kind of regulated thing, the kind of
dealings, the circumstances of the dealings and the amount that
may be dealwith; and
(b) the requirements for an application for an authorisation; and
(c) the suitability of people to hold an authorisation to deal with
regulated things, includirdy
(i) the knowledge, experience and training of people; and
(i) the testing oexamination of people to decide whether they
are, or continue to be, suitable people to hold an
authorisation; and
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Regulations about regulated substances and regulated therapeutic goods Chapter 12

Section 187

(d) the circumstances in which authorisations may or must not be
given; and

(e) the suitability of premises (including vehicles) in redatito
dealings with regulated things; and

() the supervision of dealings with regulated things; and

(g) the authorisations that may be issued and the authority given to
people by particular authorisations; and

(h) the conditions of authorisations; and

(i) the creation and publication of registers in relation to
authorisations; and

() authorising people to deal with regulated things for research,
education or any other purpose.

Examples of conditionsd par (h)

1 how dispensed medicines are to be laloelle

2 the recording of the supply of regulated things

3 the packaging of dangerous poisons

4 how long documents relating to dealings with regulated things must be kept

(2) A regulation may also make provision in relation to the recognition
of authorisations (however described) under corresponding laws and
the circumstances in which an authorisation to deal with a regulated
thing under a corresponding law authorises people to deal with the
regulated thing in the ACT.

187 Regulationsd records kept electronically

(1) If a document that is required to be kept under this Act is kept in
electronic form, a regulation may require that the electronic form of
the document be recorded or retained on a particular kind of data
storage device.
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Chapter 12 Regulations about regulated substances and regulated therapeutic goods

Section 188

(2)

(3)

(4)

Subsectior(1) applies despite thelectronic Transactions Act 2001
section 11 (1) (¢) and (2) (d) (Retention of information and
documents).

Note Section 11 (1) (c) and (2) (d) provide for regulations undeEtbetronic
Transactions Act 200tb prescribe data storage devices.

For the Electronic Transactions Act 200la regulation under
subsection (1) is taken to be a regulation under that Act.

In this section:

data storage deviéesee theElectronic Transactions Act 2001
dictionary.

188 Regulationsd medicines advisory committee

A regulation may make provision in relation to the appointment of

members to, and the procedures of, the medicines advisory

committee.

Note The conmittee is established under s 194.

189 Regulationsd application etc of instruments
(1) A regulation may apply, adopt or incorporate a law of another
jurisdiction or an instrument, or a provision of a law of another
jurisdiction or instrument, as in forceofn time to time.

Note 1 The text of an applied, adopted or incorporated law or instrument,
whether applied as in force from time to time or at a particular time, is
taken to be a notifiable instrument if the operation oLtgislation Act
s 47 (5) or (6) is not disapplied (see s 47 (7)).

Note 2 A natifiable instrument must be notified under thegislation Act.

(2) In this section:

law of another jurisdictior® see thé_egislation Act sectiord7 (10).
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Regulations about regulated substances and regulated therapeutic goods Chapter 12

Section 190

190 Regulationsd exemption of people, dealings etc
(1) A regulation mag

(a) exempta person, regulated thing, premises or dealing with a
regulated thing, or anything else, prescribed by regulation from
this Act; or

(b) authorise the Minister to exempt a person, regulated thing,
premises or dealing with a regulated thing, or anything, els
prescribed by regulation from this Act.

Note A reference to an Act includes a reference to a provision of an Act (see
Legislation Act s 7 (3)).

(2) An exemption under subsecti¢h) may be conditional.

(3) A regulation may provide for the Minister to suspend the operation
ofd

(a) a regulation mentioned in subsectid(a) in the way and
circumstances prescribed by regulation; or

(b) an exemption given undeaubsection (1) (b)n the way and
circumstances prescribed by regulation.

(4) An exemption undesubsection (1) (b a disallowable instrument.

Note A disallowable instrument must be notified, and presented to the
Legislative Asembly, under theegislation Act
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Chapter 13 Miscellaneous

Section 191
Chapter 13 Miscellaneous
191 Directions about dealings with regulated substances and

therapeutic goods

(1) For this Act, the chief healtbfficer may give a direction about
dealing with a regulated substance or regulated therapeutic good to a
person who is authorised to deal with the substance or good.

(2) Without limiting subsection (1), the chief health officer may give a
direction that he chief health officer considers necessary for any of
the following:

(a) discarding a regulated substance or regulated therapeutic good;

(b) safe dealing with a regulated substance or regulated therapeutic
good,;

(c) ensuring compliance with any regetinent under this Act or any
other territory law in relation to a regulated substance or
regulated therapeutic good.

(3) A direction may be given orally or in writing.
(4) A direction under subsection (2) ¢a)

(a) must state a reasonable period withinickhthe regulated
substance or regulated therapeutic good must be discarded; and

(b) may include requirements for the storage of the substance or
good until discarded.
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Section 192

192

(1)

(2)

(3)

193
1)

)

3)
(4)

194

Guidelines about dealings with regulated substances and
therapeutic goods

The chief health officer may issue guidelines about dealings with
regulated substances and regulated therapeutic goods.

Without limiting subsection (1), a guideline may make provision
about the circumstances in which a regulated substance or regulated
therapeutic good may be dealt with.

A guideline is a notifiable instrument.

Note A notifiable instrument must be notified under thegislation Act

Approval of non-standard packaging and labelling

The chief health officer may approve the packaging or labelling of a
regulated substance that does not comply with medicines and
poisons standandl satisfied that the use of the packaging or labelling
is as safe as using thmackaging or labelling allowed under the
standard for the substance.

The chief health officer may approve a form of packaging or labelling
for a regulated therapeutic good if satisfied that the use of the
packaging or labelling is safe.

An approval may be conditional.

An approval is a notifiable instrument.

Note A notifiable instrument must be notified under thegislation Act

Establishment of medicines advisory committee
The Medicines Advisory Committee is established.
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Chapter 13 Miscellaneous

Section 195

195
1)

)

(3)

(4)

Secrecy
In this section:

courtincludes any tribunal or ber entity having power to require the
production of documents or the answering of questions.

produceincludes permit access to.

protected informationmeans information about a person that is
disclosed to, or obtained by, a person to whom this sectiomeappl
because of the exercise of a function under this Act.

This section applies &

(a) aperson who is or has been a member of the medicines advisory
committee; or

(b) anyone else who has exercised, or purported to exercise, a
function under this A

A person to whom this section applies commits an offence if the
persod

(a) makes a record of protected information; or

(b) directly or indirectly discloses or communicates to a person
protected information about someone else.

Maximum penalty: 6 penalty units, imprisonment for 6 months or
both.

Subsection (3) does not apply if the record is made, or the information
is disclosed or communicai&d

(&) under this or any other Act; or

(b) in relation to the exercise of a function of the parsmwhom
this section applies under this or any other Act; or

(c) about a person if the giving of the information is necessary to
remove a threat to the life or health of the person; or
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Section 196

(d) to a person administering or enforcing a corresponding law; or
(e) to alaw enforcement authority; or

() to a national board under théealth Practitioner Regulation
National Law (ACT)pr theveterinary practitionersoard or

(g) to a court under a summons or subpoena.

(5) Subsectior{3) does not prevent a person to whom this section
applies from communicating protected information to a person about
someone else with the consent of dieer person.

196 Protection of officials from liability

(1) In this section:
official mean$
(&) a member of the medicines advisory committee; or
(b) anyone else who exercises a function under this Act.

(2) An official, or anyone engaging tonduct under the direction of an
official, is not personally liable for anything done or omitted to be
done honestly and without recklessidess

(@) inthe exercise of a function under this Act; or

(b) in the reasonable belief that the conduct was irexeecise of a
function under this Act.

(3) Any civil liability that would, apart from subsecti¢f), attach to an
official attaches instead to the Territory.
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Chapter 13 Miscellaneous

Section 197

197
1)

(2)

198
1)
(2)

3)

Determination of fees

The Minister may determine fees for this Act.

Note The Legislation Act contains provisions about the making of
determinations and regulations relating to fees (see pt 6.3).

A determination is a disallowable instrument.

Note A disallowable instrument must be notified, and presented to the
Legislative Assembly, under thesgislation Act

Approved forms
The Minister may approve forms for this Act.

If the Minister approves a form for a particular purpose, the approved
form must be used for that purpose.

Note For other provisions about forms, see ltlegislation Act s 255.
An approved form is a notifiable instrument.

Note A notifiable instrument must be notified under thegislation Act
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Reviewable decisions

Schedule 1 Reviewable decisions
(see ch 9)
column 1 column 2 column 3 column 4
item section decision entity
1 85 issue licence for less than | applicant for
maximum period licence
2 85 (2) refuse to issue licence applicant for
licence
3 90 (1) issue licence subject to applicant for
condition included by chief| licence
health officer
91 amend licence licenceholder
92 amend licence in terms licenceholder
different from application o
refuse to amend licence
6 142 (3) 1 reprimand authorisatio| authorisation
holder holder
1 require authorisation
holder or employee to
complete training
1 impose condition on
aut hori sat
authority to deal with
regulated
substance/regulated
therapeutic good
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Schedule 1

Reviewable decisions

column 1
item

column 2
section

column 3
decision

column 4
entity

1 amendauthorisation
hol der ds a
deal with regulated
substance/regulated
therapeutic good

1 suspenduthorisation
hol der ds a
deal with regulated
substance/regulated
therapeutic good or
deal with regulated
substance/regulated
therapeutic good in
particular way

1 period of
suspension/course of
training/stated event

1 cancel authorisation
h o | slathadity to
deal with regulated
substance/regulated
therapeutic good

1 prohibit interstate
wholesaler from
supplying regulated
substance/regulated
therapeutic good by
wholesale in ACT

142 (3)

1 reprimand former
authorisation holder

former

authorisation

holder

page 164

Authorised by the ACT Parliamentary Counseld also accessible at www.legislation.act.gov.au

Medicines, Poisons and Therapeutic Goods Act 2008

Effective: 31/01/20-22/06/21

R22
31/01/20




Reviewable decisions Schedule 1

column 1
item

column 2
section

column 3 column 4
decision entity

1 disqualify former
authorisation holder
from being authorised
to deal with regulated
substance/regulated
therapeutic good or
deal with regulated
substance/regulated
therapeutic good in
particular way

1 period of
disqualification/cours
of training/stated event

1 prohibit former
interstate wholesaler
from supplying
regulated
substance/regulated
therapeutic good by
wholesale in ACT

191

give direction person to whom
direction is given
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Dictionary

Dictionary
(see s 3)
Note 1
Note 2

TheLegislation Actcontains definitions and other provisions relevant to
this Act.

For example, théegislation Act dict, pt 1, defines the following terms:

=4 =4 =4 =4 =4 4 -4 -4 -a A -a A -a o8 oa s s e e

ACAT

bankrupt or personally insolvent

chief health officer
contravene
corporation
dentist

doctor

found guilty
function

health practitioner
home address
midwife

Minister (see 462)
nurse

nurse practitioner
optometrist
pharmacist

reviewable decision notice

under

veterinary practitioner.

another jurisdiction for

databaseé) see section 97B.

6A (Monitored medicines

applied provisionsfor chapter 1@Incorporation of Commonwealth

therapeutic goods law®)see section 156.

applies in relation to a substance for a schedule or appendix of the

medicines and poisons standarsee section 17.
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Dictionary

approved data source entjtyor chapter 6A (Monitored medicines
database) see section 97B.

at premises includes in or on the premises.

authorisation holder for part 8.1 (Authorisatiodsdisciplinary
actionp see section 139.

authorised

(a) to deal with a regulated substaécgee section 20; and
(b) to deal with a regutad therapeutic go@dsee section 22.
businesdnclude®

(a) a business not carried on for profit; and

(b) atrade or profession.

close associateof someone, for chapter 6 (Licences for regulated
substances and regulated therapeutic gdodsgsection79.

Commonwealth administrative lawdor chapter 10 (Incorporation
of Commonwealth therapeutic goods ladvsee section 156.

Commonwealth Minister for chapter 10 (Incorporation of
Commonwealth therapeutic goods lafvsee section 156.

Commonwealth Secretary for chapter 10 (Incorporation of
Commonwealth therapeutic goods lafvsee section 156.

Commonwealth therapeutic goods lawsfor chapter 10
(Incorporation of Commonwealth therapeutic goods |awsse
section 156.

community pharmacymeans a pharmgcat a place other than an
institution.

connected with an offence for part 7.1 Ihspection and seizure
powergo see sectio®8.

controlled medicind see section 11.
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corresponding lawmean$

(a) alaw of a State corresponding, or substantially correspgndi
to this Act; or

(b) a law of the Commonwealth, a State or New Zealand that is
declared by regulation to be a corresponding law, whether or not
the law corresponds, or substantially corresponds, to this Act.

Note Stateincludes a territory (sdeegislation Act dict, pt 1).
dangerous poisod see section 12.

day hospitalmeans a facility where a person is admitted for surgical
or medical treatment and discharged on the same day.

dedsod
(a) with a regulated substarttesee section 19; and
(b) with a regulated therapeutic ga@bdee section 21.

declared substance for part 4.1 Dealings with regulated
substances offencesd see section 25.

disciplinary action for part 8.1 (Authorisation® disciplinary
actionp see section 141.

disciplinary notice for part 8.1 (Authorisatiodsdisciplinary
actionp see section 142 (1).

dispensameans supply on prescription.

dosage unitmeans an individual dose of a medicine or poison for
therautic use and includes a tablet, capsule, cachet, siogke
powders or singkelose sachet or powders or granules.

drug offence for part 8.2 (Controlled medicines and prohibited
substances disqualification by court$) see section 147.

executive officer, of a corporation, means a person, however
described and whether or not the person is a director of the

corporation, who iIis concerned with,
management.
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Dictionary

ground for disciplinary action against an authorisation ke, for
part 8.1 (Authorisatioré disciplinary action) see section 140 (1).

hospita
(&) means a public hospital, private hospital or day hospital; and

Note A hospice is a hospital (séehe Macquarie Dictionary3rd ed,
defhospicg.

(b) includes a bog prescribed by regulation as a hospital.

influential person for a corporation, for chapter &i¢ences for
regulated substancesand regulated therapeutic gocilgee
section80.

institutiond

(&) means a hospital, residential aged care facility, resalenti
disability care facility or other institution used for the
accommodation, treatment and care of people suffering from
mental or physical conditions; and

Note Hospital, residential aged care facilitandresidential disability
care facilityare definedn this dictionary.

(b) includes a body prescribed by regulation as an institution.

interstate wholesaler for part 8.1 (Authorisatiodsdisciplinary
actionp see section 139.

licence for chapter 6 Lliicences for regulated substancasd
regulated therapeuatigoodsd see section 78.

low harm poiso® see section 12.

manufacture for a regulated substance, means do 1 or more of the
following in relation to the substance:

(a) carry out a process to produce the substance;
(b) refine the substance;

(c) convertthe substance into another regulated substance;
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(d) make or prepare an ampoule, capsule, tablet, vial or other dosage
form that consists of, or contains, the substance;

(e) mix, compound or formulate the substance with another
regulated substance onyaother substance;

() pack or repack the substance for sale by wholesale or for use in
connection with a business, industry, profession or trade.

medicin® see section 11.

medicines advisory committeeneans the Medicines Advisory
Committee establishachdersection194.

medicines and poisons inspectbisee section 99.
medicines and poisons standd dsee section 15.
moderate harm poisad see section 12.
monitored medicind see section 97A.

monitored medicines databas®r chapter 6A (Monitorethedicines
database) see section 97B.

must keep a register for a regulated substance, for division 4.2.2
(Registers for regulated substar)éesee section 48.

occupier, of premisesfor part 7.1 hspection and seizure powis
see sectiof8.

offence for part 7.1 (nspection and seizure powgssee sectiod8.
opioid dependency treatment centreeans a facilit§
(a) licensed under this Act to treat opioid dependency; or

(b) operated by the Territory where treatment, including the supply
and administrationof controlled medicines, is provided to
drugdependent people for their drug dependency.

pharmacist only medicin@ see section 11.

pharmacy medicind see section 11.
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poisord see section 12.
possessfor a regulated substaricesee section 24.

premisesincludesland or a structure or vehicle and any part of an
area of land or a structure or vehicle.

prescribea medicine means issue a prescription for the medicine.

prescription in relation to a medicine, means an oral or written
direction (other than a purchaseler, requisition or standing order)
to a persoa

(&) who is authorised to administer the medicine to administer the
medicine; or

(b) who is authorised to dispense the medicine to dispense the
medicine.

prescription only mediciné see section 11.
prohibited substanc@ see section 13.

purchase ordemeans a written order for the supply of a regulated
substance.

register, for aregulated substanceneans a register that a person is
required to keep undsection 4&or the substance.

regulated substan@ seesection 10.
regulated therapeutic godtl see section 14.

regulated thing for chapter 12 Regulations about regulated
substances and regulated therapeutic gdodsg section 183.

relevant health practitioner for chapter 6A (Monitored medicines
databaseé) see section 97B.

relevant personfor part 8.2 (Controlled medicines and prohibited
substances$ disqualification by court$) see section 147.

required information about the supply of a monitored medicine, for
chapter 6A (Monitorednedicines databagi)see section 31 (4).
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requisition means an oral or written request for the supply of a
mediciné

(@) from a pharmacy in an institution to a ward or another pharmacy
in the institution; or

(b) to a pharmacy in an institution from a wandhe institution; or

(c) to award in an institution from another ward in the institution;
or

(d) from a pharmacy in an institution to a pharmacy in another
institution.

residential aged care facilityneans a residential facility that provides
residenial care within the meaning of thaged Care Act 1997
(Cwilth), section 443 (Meaning ofesidential cargto residents at the
facility.

residential disability care faitity 0

(@) means a residential facility that provides disability care to
people with disabilities; but

(b) does not include a residential aged care facility.

reviewable decisionfor chapter 9 (Notification and review of
decisions) see section 154.

schedile 10 substana® see section 13.
selld see section 24.

sign®d apersorsignss omet hing i f the person sig
usual signature, whether electronically or otherwise

standing ordermeans a written order authorising the supply or
administration ®medicines as stated in the order, in stated clinical
circumstances.
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suitable persod

(a) for an individuad see section 81; and
(b) for a corporatiod see section 82.
supplyd see section 24.

supply authority see section 23.

vending machine for division 4.3.5 (Vending machines
offencesp see section 67.

veterinary practitioners boardmeans the veterinary practitioners
board established under tfieterinay Practice Act 2018section90.

ward means an area of an institution used to accommodate or treat
people, including an operating theatre and an opioid dependency
treatment centre.

wholesalemeans supply
(a) for retail sale; or

(b) for use in connectio with a business, industry, profession or
trade.

written includes in electronic form.
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Endnotes

1 About the endnotes
Endnotes
1 About the endnotes

Amendirg and modifying laws are annotated in the legislation history and the
amendment history. Current modifications are not included in the republished law

but are set out in the endnotes.

Not all editorial amendments made under tlegislation Act 2001part 11.3 are
annotated in the amendment history. Full details of any amendments can be

obtained from the

Parl i amentary Counsel 6s

Uncommenced amending laws are imatuded in the republished law. The details
of these laws are underlined in the legislation history. Uncommenced expiries are
underlined in the legislation history and amendment history.

If all the provisions of the law have been renumbered, a tablemfmbered
provisions gives details of previous and current numbering.

The endnotes also include a table of earlier republications.

2 Abbreviation key
A =Act
AF = Approved form
am = amended
amdt = amendment
AR = Assembly resolution
ch = chapter
CN = Commencement notice
def = definition
DI = Disallowable instrument
dict = dictionary
disallowed = disallowed by the Legislative

Assembly

div = division
exp = expires/expired
Gaz = gazette
hdg = heading
IA = Interpretation Act 1967
ins = inserted/added
LA = Legislation Act 2001
LR = legislation register

LRA = Legislation (Republication) Act 1996

mod = modified/modification

NI = Notifiable instrument
o = order

om = omitted/repealed
ord = ordinance

orig = original

par = paragraph/subparagraph
pres = present

prev = previous

(prev...) = previously

pt = part

r = rule/subrule

reloc = relocated

renum = renumbered
R[X] = Republication No
RI = reissue

s = section/subsection
sch = schedule

sdiv = subdivision

SL = Subordinate law
sub = substituted

underlining = whole or part not commenced

or to be expired
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3 Legislation history

Medicines, Poisons and Therapeutic Goods Act 2008 A2008-26
notified LR 14 August 2008
s 1, s 2 commenced 14 August 2008 (LA s 75 (1))
remainder commenced 14 February 2009 (s 2 and LA s 79)

as amended by

ACT Civil and Administrative Tribunal Legislation Amendment
Act 2008 A2008-36 sch 1 pt 1.37
notified LR 4 September 2008
s 1, s 2 commenced 4 September 2008 (LA s 75 (1))
sch 1 pt 1.37 commenced 14 February 2009 (s 2 (5) and see A2008-26
s2and LAs79)

as modified by

Medicines, Poisons and Therapeutic Goods Regulation 2008
SL2008-42 (as am by SL2009-27 s 6)
notified LR 15 September 2008
s 1, s 2 commenced 15 September 2008 (LA s 75 (1))
remainder commenced 14 February 2009 (s 2 and see Medicines,
Poisons and Therapeutic Goods Act 2008 A2008-26, s 2 and LA s 79)

Medicines, Poisons and Therapeutic Goods Amendment
Regulation 2009 (No 1) SL2009-27 s 6

notified LR 5 June 2009

s 1, s 2 commenced 5 June 2009 (LA s 75 (1))

s 6 commenced 6 June 2009 (s 2)

Note This regulation only amends the Medicines, Poisons and
Therapeutic Goods Regulation 2008 SL2008-42.

as amended by

Statute Law Amendment Act 2009 A2009-20 sch 3 pt 3.52
notified LR 1 September 2009
s 1, s 2 commenced 1 September 2009 (LA s 75 (1))
sch 3 pt 3.52 commenced 22 September 2009 (s 2)
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3 Legislation history

Statute Law Amendment Act 2009 (No 2) A2009-49 sch 1 pt 1.8, sch 3
pt 3.50

notified LR 26 November 2009

s 1, s 2 commenced 26 November 2009 (LA s 75 (1))

sch 1 pt 1.8, sch 3 pt 3.50 commenced 17 December 2009 (s 2)

Health Practitioner Regulation National Law (ACT) Act 2010 A2010-10
sch 2 pt2.14

notified LR 31 March 2010

s 1, s 2 commenced 31 March 2010 (LA s 75 (1))

sch 2 pt 2.14 commenced 1 July 2010 (s 2 (1) ()

Administrative (One ACT Public Service Miscellaneous Amendments)
Act 2011 A2011-22 sch 1 pt 1.113

notified LR 30 June 2011

s 1, s 2 commenced 30 June 2011 (LA s 75 (1))

sch 1 pt 1.113 commenced 1 July 2011 (s 2 (1))

Statute Law Amendment Act 2011 (No 3) A2011-52sch 1pt 1.4
notified LR 28 November 2011
s 1, s 2 commenced 28 November 2011 (LA s 75 (1))
sch 1 pt 1.4 commenced 12 December 2011 (s 2)

Directors Liability Legislation Amendment Act 2013 A2013-4 sch 1
pt 1.6

notified LR 21 February 2013

s 1, s 2 commenced 21 February 2013 (LA s 75 (1))

sch 1 pt 1.6 commenced 22 February 2013 (s 2)

Statute Law Amendment Act 2013 (No 2) A2013-44 sch 3 pt 3.14
notified LR 11 November 2013
s 1, s 2 commenced 11 November 2013 (LA s 75 (1))
sch 3 pt 3.14 commenced 25 November 2013 (s 2)

Annual Reports (Government Agencies) Amendment Act 2015
A2015-16 sch 1 pt 1.16

notified LR 27 May 2015

s 1, s 2 commenced 27 May 2015 (LA s 75 (1))

sch 1 pt 1.16 commenced 3 June 2015 (s 2)
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Veterinary Surgeons Act 2015 A2015-29 sch 2 pt 2.9
notified LR 20 August 2015
s 1, s 2 commenced 20 August 2015 (LA s 75 (1))
sch 2 pt 2.9 commenced 1 December 2015 (s 2 (1) and CN2015-22)

Statute Law Amendment Act 2015 (No 2) A2015-50 sch 1 pt 1.2
notified LR 25 November 2015
s 1, s 2 commenced 25 November 2015 (LA s 75 (1))
sch 1 pt 1.2 commenced 9 December 2015 (s 2)

Red Tape Reduction Legislation Amendment Act 2016 A2016-18
sch 3 pt 3.30

notified LR 13 April 2016

s 1, s 2 commenced 13 April 2016 (LA s 75 (1))

sch 3 pt 3.30 commenced 27 April 2016 (s 2)

Justice and Community Safety Legislation Amendment Act 2016
A2016-37 sch 1 pt 1.15

notified LR 22 June 2016

s 1, s 2 commenced 22 June 2016 (LA s 75 (1))

sch 1 pt 1.15 commenced 29 June 2016 (s 2)

Work Health and Safety Legislation Amendment Act 2018 A2018-8
sch1ptl6

notified LR 5 March 2018

s 1, s 2 commenced 5 March 2018 (LA s 75 (1))

sch 1 pt 1.6 commenced 29 March 2018 (s 2)

Medicines, Poisons and Therapeutic Goods Amendment Act 2018
A2018-23 pt 2

notified LR 14 June 2018

s 1, s 2 commenced 14 June 2018 (LA s 75 (1))

pt 2 commenced 15 June 2018 (s 2)

Veterinary Practice Act 2018 A2018-32 sch 3 pt 3.11
notified LR 30 August 2018
s 1, s 2 commenced 30 August 2018 (LA s 75 (1))
sch 3 pt 3.11 commenced 21 December 2018 (s 2 and CN2018-12)
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3 Legislation history

Red Tape Reduction Legislation Amendment Act 2018 A2018-33
sch 1pt1.25

notified LR 25 September 2018

s 1, s 2 commenced 25 September 2018 (LA s 75 (1))

sch 1 pt 1.25 commenced 23 October 2018 (s 2 (4))

Crimes Legislation Amendment Act 2019 A2019-23 pt 11
notified LR 8 August 2019
s 1, s 2 commenced 8 August 2019 (LA s 75 (1))
pt 11 commenced 15 August 2019 (s 2 (1))

Drugs of Dependence (Personal Cannabis Use) Amendment Act 2019
A2019-34 sch 1 pt 1.2

notified LR 10 October 2019

s 1, s 2 commenced 10 October 2019 (LA s 75 (1))

sch 1 pt 1.2 commenced 31 January 2020 (s 2 (1) and CN2020-1))
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4 Amendment history

Commencement

s2 om LA s 89 (4)

Dictionary

s3 am A2015-29 amdt 2.63

Objects

s6 am A2010-10 amdt 2.79; A2015-29 amdt 2.64; A2018-32
amdt 3.29

Appropriate prescription and supply of medicines

s7 am A2010-10 amdt 2.80; A2015-29 amdt 2.65; A2018-32
amdt 3.30

Application of Act to certain cannabis use not prohibited under Drugs of
Dependence Act 1989
s 9A ins A2019-34 amdt 1.3

Meaning of regulated substanced Act
s 10 am A2015-50 amdt 1.9

Meaning of prohibited substance and schedule 10 substanced Act
s13 sub A2015-50 amdt 1.4
am A2019-23 s 51, s 52

Meaning of deals with a regulated substanced Act

s 19 am A2015-50 amdt 1.9

When authorised to deal with regulated substances

s 20 am A2015-50 amdt 1.9

Meaning of possess, sell and supplyd Act

s 24 am A2009-49 amdt 3.118

Meaning of declared substanced pt 4.1

s 25 am A2015-50 amdt 1.9

Supply of certain declared substancesd information for chief health officer

s3l am A2018-23 s 4

Discarding declared etc substances

s 34 am A2018-8 amdt 1.25, amdt 1.26

Administering certain declared substances

s 37 am A2016-37 amdt 1.31; ss renum R16 LA

Reporting loss and theft of certain regulated substances

s 39 am A2015-50 amdt 1.9

False statements to obtain certain regulated substances etc

s 64 am A2009-49 amdt 3.119
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4 Amendment history
Advertising controlled medicines and prohibited substances
s 66 am A2018-32 amdt 3.31
Manufacture, supply and use of paints for certain purposes
s71 am A2015-50 amdt 1.5, amdt 1.6
Supplying regulated therapeutic goods
s74 am A2016-37 amdt 1.32, amdt 1.33; ss renum R16 LA
Suitability of individuals for licences
s 81 am A2009-20 amdt 3.132; A2011-52 amdt 1.6
Power to ask for information etc from applicants and others
s 83 am A2009-20 amdt 3.133; A2013-44 amdt 3.105; A2016-18
amdts 3.144-3.146
Decision on applications for licences
s 85 am A2009-20 amdt 3.134
Form of licences
s 88 am A2009-20 amdt 3.135; A2009-49 amdt 1.21
Statutory licence conditions
s 89 am A2009-20 amdt 3.136
Other licence conditions
s 90 am A2009-20 amdt 3.137
Licensee to keep chief health officer informed
s 93 hdg sub A2009-49 amdt 1.22
s 93 am A2009-49 amdt 1.22
Replacing licences
s 95 am A2013-44 amdt 3.106; A2016-18 amdt 3.147, amdt 3.148
Surrendering licences
s 97 am A2013-44 amdt 3.107; A2016-18 amdt 3.149, amdt 3.150
Monitored medicines database
ch 6A hdg ins A2018-23s 5
Meaning of monitored medicine
s 97A ins A2018-23s 5
Definitionsd ch 6A
s 97B ins A2018-23 s 5
def another jurisdiction ins A2018-23 s 5
def approved data source entity ins A2018-23 s 5
def monitored medicines database ins A2018-23 s 5
def relevant health practitioner ins A2018-23 s 5
def required information ins A2018-23 s 5
Monitored medicines databased purposes
s 97C ins A2018-23s 5
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Monitored medicines databased scope
s 97D ins A2018-23s 5

Monitored medicines databased chief health officer functions
s 97E ins A2018-23s 5

Monitored medicines databased access and use by relevant health
practitioners

s 97F ins A2018-23s 5

Monitored medicines databased access authority

s 97G ins A2018-23s 5

Monitored medicines databased offences

s 97H ins A2018-23 s 5

Power to enter premises

s 102 am A2009-20 amdt 3.138; pars renum R3 LA

Warrantsd application made other than in person

s 110 am A2018-33 amdt 1.47, amdt 1.48

Procedures for dividing samples

s 135 am A2009-20 amdt 3.139

Applicationd pt 8.1

s 138 am A2010-10 amdt 2.81; A2015-29 amdt 2.66; A2018-32
amdt 3.32

Disciplinary action against authorisation holders

s 141 am A2018-23s6,s 7

Effect of suspension of authorisations

s 144 am A2018-23 s 8

Return of certain licences and approvals

S 145 am A2018-23s8,s9

Action by chief health officer in relation to certain licences and approvals

s 146 am A2018-23 s 10

Notice of disqualification from dealing

s 149 am A2010-10 amdt 2.82; A2015-29 amdt 2.67; A2018-32
amdt 3.33

Surrender of authorisation under regulation

s 152 am A2010-10 amdt 2.82; A2015-29 amdt 2.68; A2018-32
amdt 3.33

Notification and review of decisions

ch 9 hdg sub A2008-36 amdt 1.491

Meaning of reviewable decisiond ch 9

s 154 sub A2008-36 amdt 1.491
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4 Amendment history
Reviewable decision notices
s 155 sub A2008-36 amdt 1.491
Applications for review
s 155A ins A2008-36 amdt 1.491
Criminal liability of executive officers
s 172 sub A2013-4 amdt 1.7
Notices of noncompliance by territory entities
s 177 am A2011-22 amdts 1.331-1.333; A2015-16 amdt 1.20,
amdt 1.21; ss renum R12 LA
Regulationsd authorisations
s 186 am A2009-20 amdt 3.140
Regulationsd exemption of people, dealings etc
s 190 am A2013-44 amdt 3.108
Secrecy
s 195 am A2010-10 amdt 2.83; A2015-29 amdt 2.69; A2018-32
amdt 3.34
Transitional
ch 14 hdg exp 14 February 2011 (s 503 (LA s 88 declaration applies))
Transitional® general
pt 14.1 hdg exp 14 February 2011 (s 503 (LA s 88 declaration applies))
Definitionsd ch 14
s 500 exp 14 February 2011 (s 503 (LA s 88 declaration applies))
Transitional regulations
s 501 exp 14 February 2011 (s 503 (LA s 88 declaration applies))
Transitional effectd Legislation Act, s 88
s 502 exp 14 February 2011 (s 503 (LA s 88 declaration applies))
Expiryd ch 14
s 503 exp 14 February 2011 (s 503)
Consequential and other amendments and repeals
pt 14.2 hdg om LA s 89 (3)
Legislation amendedd sch 2
s 510 om LA s 89 (3)
Legislation repealed
s 511 om LA s 89 (3)
Transitionald licences and authorisations
pt 14.3 hdg exp 14 February 2011 (s 503 (LA s 88 declaration applies))
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Amendment history 4

Transitionald existing licences
s 520 am A2009-20 amdt 3.141
exp 14 February 2011 (s 503 (LA s 88 declaration applies))

Transitionald uncompleted licence applications
s 521 exp 14 February 2011 (s 503 (LA s 88 declaration applies))

Transitionald existing authorisations
s 522 am A2009-20 amdt 3.141
exp 14 February 2011 (s 503 (LA s 88 declaration applies))

Transitionald uncompleted authorisation applications
s 523 exp 14 February 2011 (s 503 (LA s 88 declaration applies))

Transitionald uncompleted applications for ACAT review
s 524 sub A2008-36 amdt 1.492
exp 14 February 2011 (s 503 (LA s 88 declaration applies))

Transitional® approvals to prescribe drugs of dependence
pt 14.4 hdg exp 14 February 2011 (s 503 (LA s 88 declaration applies)))

Transitionald meaning of drugs advisory committeed pt 14.4
s 530 exp 14 February 2011 (s 503 (LA s 88 declaration applies))

Transitionald existing approvals to prescribe drugs of dependence
s 531 exp 14 February 2011 (s 503 (LA s 88 declaration applies))

Transitionald uncompleted applications to prescribe drugs of dependence
s 532 exp 14 February 2011 (s 503 (LA s 88 declaration applies))

Transitionald uncompleted applications for drugs advisory committee
review
s 533 exp 14 February 2011 (s 503 (LA s 88 declaration applies))

Transitionald supply authorities
pt 14.5 hdg exp 14 February 2011 (s 503 (LA s 88 declaration applies))

Transitional® prescriptions generally
s 540 exp 14 February 2011 (s 503 (LA s 88 declaration applies))

Transitional® requisitions generally
s 541 exp 14 February 2011 (s 503 (LA s 88 declaration applies))

Transitional® purchase orders generally
s 542 exp 14 February 2011 (s 503 (LA s 88 declaration applies))

Transitionald standing orders
s 543 exp 14 February 2011 (s 503 (LA s 88 declaration applies))

Transitionald other
pt 14.6 hdg exp 14 February 2011 (s 503 (LA s 88 declaration applies))

Transitional® registers
s 550 exp 14 February 2011 (s 503 (LA s 88 declaration applies))
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Endnotes

Amendment history

Transitionald drugs advisory committee members
s 551 exp 14 February 2011 (s 503 (LA s 88 declaration applies))

Modificationd Crimes Act 1900
s 552 ins as mod SL2008-42 s 1100 (as ins by SL2009-27 s 6)
mod lapsed 21 December 2010 (SL2008-42 s 1100 om by
A2010-50 amdt 1.13)

Reviewable decisions
sch 1 sub A2008-36 amdt 1.493
am A2018-23s 11

Consequential and other amendments
sch 2 om LA s 89 (3)

Dictionary
dict am A2008-36 amdt 1.494; A2009-49 amdt 3.120; A2010-10

amdt 2.84; A2011-52 amdt 1.7; A2013-44 amdt 3.109;
A2015-29 amdt 2.70; A2018-32 amdt 3.35

def another jurisdiction ins A2018-23 s 12

def appendix C substance om A2015-50 amdt 1.7

def approved data source entity ins A2018-23 s 12

def chief pharmacist reloc to Medicines, Poisons and
Therapeutic Goods Regulation 2008 dict by A2013-44
amdt 3.110

def declared substance am A2013-44 amdt 3.111

def drug-dependent person reloc to Medicines, Poisons and
Therapeutic Goods Regulation 2008 dict by A2013-44
amdt 3.112

def health professional om A2015-29 amdt 2.71

def medicines advisory committee am A2013-44 amdt 3.113

def monitored medicine ins A2018-23 s 12

def monitored medicines database ins A2018-23 s 12

def prescribe sub A2013-44 amdt 3.114

def relevant health practitioner ins A2018-23 s 12

def required information ins A2018-23 s 12

def reviewable decision ins A2008-36 amdt 1.495

def schedule 10 substance ins A2015-50 amdt 1.8

def vending machine am A2013-44 amdt 3.115

def veterinary practitioners board ins A2018-32 amdt 3.36

def veterinary surgeons board ins A2015-29 amdt 2.72

om A2018-32 amdt 3.37
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Earlier republications 5
5 Earlier republications
Some earlier republications were not numbered. The number in column 1 refers to
the publcation order.
Since 12 September 2001 every authorised republication has been published in
electronic pdf format on the ACT legislation register. A selection of authorised
republications have also been published in printed format. These republications a
marked with an asterisk (*) in column 1. Electronic and printed versions of an
authorised republication are identical.
Republication Effective Last Republication
No and date amendment for
made by
R1 14 Feb 20091 A2008-36 new Act and
14 Feb 2009 5 June 2009 amendments by
A2008-36
R2 6 June 20091 SL2009-27 modifications by
6 June 2009 21 Sept 2009 SL2008-42 as
amended by
SL2009-27
R3 22 Sept 20091 A2009-20 amendments by
22 Sept 2009 16 Dec 2009 A2009-20
R4 17 Dec 20097 A2009-49 amendments by
17 Dec 2009 30 June 2010 A2009-49
R5 1 July 20107 A2010-10 amendments by
1 July 2010 20 Dec 2010 A2010-10
R6 21 Dec 201071 A2010-10 lapsed modification
21 Dec 2010 14 Feb 2011 (s 552)
R7 15 Feb 20117 A2010-10 expiry of
15 Feb 2011 30 June 2011 transitional
provisions (ch 14)
R8 1 July 20117 A2011-22 amendments by
1 July 2011 11 Dec 2011 A2011-22
R9 12 Dec 20117 A2011-52 amendments by
12 Dec 2011 21 Feb 2013 A2011-52
R10 22 Feb 2013i A2013-4 amendments by
22 Feb 2013 24 Nov 2013 A2013-4
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Earlier republications

Republication Effective Last Republication
No and date amendment for
made by
R11 25 No 2013i A2013-44 relocation of
25 Nov 2013 2 June 2015 provisions to
SL2008-40 and
other amendments
by A2013-44
R12 3 June 201571 A2015-16 amendments by
3 June 2015 30 Nov 2015 A2015-16
R13 1 Dec 2015i A2015-29 amendments by
1 Dec 2015 8 Dec 2015 A2015-29
R14 9 Dec 201571 A2015-50 amendments by
9 Dec 2015 26 Apr 2016 A2015-50
R15 27 Apr 20161 A2016-18 amendments by
27 Apr 2016 28 June 2016 A2016-18
R16 29 June 2016i A2016-37 amendments by
29 June 2016 28 Mar 2018 A2016-37
R17 29 Mar 2018i A2018-8 amendments by
29 Mar 2018 14 June 2018 A2018-8
R18 15 June 2018i A2018-23 amendments by
15 June 2018 22 Oct 2018 A2018-23
R19 23 Oct 2018i A2018-33 amendments by
23 Oct 2018 20 Dec 2018 A2018-33
R20 21 Dec 20187 A2018-33 amendments by
21 Dec 2018 14 Aug 2019 A2018-32
R21 15 Aug 20191 A2019-23 amendments by
15 Aug 2019 30 Jan 2020 A2019-23
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