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(Scheduled)
(Schedule?)

OoTC
ACNA
(Medsafe) (MCCQC)
Medsafe @ Web
3
OoTC
FDA
OoTC NDAC

oTC

NDA FDA
OoTC 1

3 3




oTC

Therapeutic Goods Administration (TGA)

Ms. Natalie Gauld

2 NZ

New Zealand Medicines and Medical Devices Safety Authority (Medsafe)

Ms. Natalie Gauld

3 USA

U.S. Food and Drug Administration (FDA)
Consumer Healthcare Products Association (CHPA)



(Prescription Only Medicine)

(Pharmacist Only Medicine)

(Pharmacy Medicine)

(General Sale)

Registered Medicines Listed Medicines
2
Therapeutic Goods Administration, TGA
AUST L AUST R

Australian Register of Therapeutic Goods (ARTG)

Listed Medicines
Listed Medicines
TGA

Registered Medicines
TGA
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Schedule
Standard for Uniform Scheduling of
Medicines and Poisons, SUSMP
Schedule

Schedule

Not currently in use

Pharmacy Medicine

Pharmacist Only Medicine

Prescription Only Medicine OR
Prescription Animal Remedy

Caution

Poison

Dangerous Poison

Controlled Drug

Prohibited Substance

Pharmacy Medicine, Schedule2
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5.
Pharmacist Only Medicine, Schedule3
1.
2.
3.
4.
5.
1-2
Therapeutic Goods Administration, TGA
oTC Advisory Committee on
Non-prescription Medicines ACNM
oTC ACNM 2010 1 ACNM
TGA the Register oTC
Register OoTC
Register OoTC
Register OoTC
ACNM TGA OTC TGA
ACNM MEC
Schedule ACMS ACCS
ACMS: The Advisory Committee on Medicine
Scheduling ACCS
Committees Medicines Scheduling Advisory Chemicals Scheduling
Advisory 52B 52C
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Poisons

Regulations
ACMS
e ACMS
15

ACMS

ACMS

ACMS

Chemical Safety Office
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OTC
ACMS

Delegate

ACMS
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Schedule

Flowchart 1: Summary of the scheduling process

| This flow chart is a basic rep: ion of the p that is exp d to apply to scheduling applications made under s52EAA of the Therapeutic
| Goods Act, including scheduling reconsiderations and new chemical entities not regulated by the TGA. Please refer to the Scheduling Policy

| Framework for more detailed guidance, ac at www.tga.gov.au/pdf/s duling-policy-fi k.pdf

Matters provided to Delegate for consideration:

|® Matters resulting from the TGA and APVMA assessment process, for further details:

Medicine — see www.tga.gov.au/regulation/scheduling-medicines.htm

Agricultural or veterinary — see www.apvma.gov.au/morag_ag/index.php
e Applications submitted using the Application to Amend the Poisons Standard- www.tga.gov.au/regulation/scheduling-
template.htm. Applications may be referred to NICNAS for technical advice as required.
|® Matters may also be referred by jurisdictions, government regulatory agencies, hospitals, police etc (e.g. NICNAS, APVMA,
;FSANZ may refer reports with a scheduling recommendation). Any stakeholder consultation regarding a decision to refer a matter
| for scheduling will rely on policies/practices of the originating organisation.

t is anticipated that that the following will be
New chemical entities for human referred to the relevant advisory committee:
tr peutic ici it by *R ideration of current ing
the TGA are considered delegate = Proposals for Schedule 7 entries.
initiated considerations. These will not « New chemical proposals that are not
be routinely referred to the ACMS. considered straight forward and have not
This process is outlined in Flowchart 2 been subject to the APVMA registration
process.

Scheduling delegate decides if they can
make a decision or if the matter needs to be
referred to an advisory committtee

. A 4
Delegate refers a proposal
for scheduling to the
ACCS/ACMS for advice

Delegate makes
interim decision

Delegate’s interim decision is ¥
inconsistent with the applicant’s request Scheduling proposal
published and public
comment invited

¥
. PR *For matters referred as
Applicant* is informed of the 4,3 result of a separate ACCS/ACI\XS PR
Delegate’s interim decision and regulatory process, it is Dl e e oy
- . the reasons and asked to expected that the Sl 7 e e
Delegate’s interim decision scheduling secretariat comment and other relevant
is consistent with the T will confirm the information.
applicant’s request applicant(s) contact Provides advice to the delegate
details through the
referring organisation.
This is the case for v
v NICNAS and APVMA. Delegate’s interim decision and

3 S reasons, ACCS/ACMS
Delegate considers proposal in light Z 5
recommendation and public
of any comments from the

ool A comment published on the
PP website. Further comment
invited

4 v

Delegate considers the interim
s decision in light of any further
Delegate’s & fi Yy
[EetE ol comment, may confirm, vary or
proposa set aside the interim decision

4 Delegate makes final decision

o -

Scheduling decision is made public on
»  the website, together with reasons.
Poisons Standard is updated

Review of arrangements for scheduling substances Part 6-3 of the Therapeutic Goods Act
1989 - Information for stakeholders -

http://www.health.gov.au/internet/main/publishing.nsf/Content/2AF4A71E2F5A1AB
5CA257BF0001ACD84/$File/Part-B-Background.pdf
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Schedule

Flowchart 3: Reconsideration of current Poisons Standard entry for a therapeutic good

[ Application seeking ‘
down-scheduling from
Schedule 4/8/9 to
Schedule 3/2/
unscheduled

= B

Application submitted to the

I Application seeking up or
down-scheduling from
Schedule 3/2/
unscheduled to Schedule
3/2/unscheduled

 ee—————

Application submitted to the TGA

Applicaiion seeking up or
down-scheduling from

Schedule 4/8/9 to
Schedule 4/8/9

B

Application submitted to the TGA

Medicines and Poisons o @3
5 5 Medicines and Poisons Scheduling Medicines and Poisons
Scheduling Secretariat g X A
Secretariat Scheduling Secretariat
A 4

Scheduling proposal referred to ACMS
is published on website and public
comment is invited (including from

»  Evaluation undertaken [«

Delegate considers if
current scheduling is

No

THIS FLOW CHART IS A BASIC
REPRESENTATION OF THE
SCHEDULING PROCESS THAT IS
EXPECTED TO APPLY MOST OF

appropriate THE TIME. IT MAY CHANGE OVER

gopiicant) TIME AS PROCESSES ARE
REFINED IN LINE WITH APPLICANT
OR REGULATOR NEED. Please
A 4 refer to the Scheduling Policy
ACMS considers re-scheduling proposal, Framework (szz)a;‘:em‘"e detailed
all public comment and background g :
papers
\ 4
Delegate makes an interim decision taking . L
S 3 2 z B Public submissions
into consideration public submissions and Yes e aceived
ACMS recommendations ! NB: ANY
RESCHEDULING
PROPOSAL MUST
= Yes BE CONSIDERED
Interim decision, ACMS recommendation BY THE ACMS
and public submissions published on website. <« No

Submissions on interim decision invited.

v

Delegate consideres any furher comment

i Delegate makes final decision
received

A 4

Applicant is notified of final scheduling decision.
Final decision and reasons are published on the website.
Poisons Standard is updated accordingly.
ACMS is notified of decision.

Review of arrangements for scheduling substances Part 6-3 of the Therapeutic Goods Act
1989 - Information for stakeholders -
http://www.health.gov.au/internet/main/publishing.nsf/Content/2AF4A71E2F5A1AB5CA257BF0001

ACD84/$File/Part-B-Background.pdf
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2-1.

1981 The Medicines Act 1981

(prescription medicine)

(Pharmacist-only medicine)

(Pharmacy-only medicine)

(General sale)

1) (prescription medicine) 1981
2) (Pharmacist-only medicine)

3) (Pharmacy-only medicine)

4

(General sale)
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2-2
Medsafe
Medicines Classification Committee MCC
MCC 4 10 Medicines Classification

Committee MCC

Medicines Classification Committee MCC

1981 MCC
MCC
MMC
the Pharmaceutical Society 2 NZ
the NZ Medical Association 2 the Ministry of Health 2
3 1
6
MCC 1 7
MCC
1)
Medsafe
1)
MCC 10
1)
MCC
1)
MCC Medsafe
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Medsafe
10
Medsafe
MCC
MCC

Medsafe 4

OTC
Medicines Classification Committee MCC
Medsafe

OTC

Toxicity

Abuse Potential

Inappropriate use
Precautions

Communal Harm
Convenience

Potency

Current Availability
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Therapeutic Index

20



OoTC

National Drugs and Poisons Schedule Committee

Nedicines Classification Committee

1
[ ]
[ ]
[ ]
[ ]
[ ]
[ ]
[ ]
2
[ ]
[ ]
3

OTC

OTC

OTC
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OTC
OTC
OTC
OTC

OTC

N1 N5 5 OTC
C1 C4 4
TGA OTC application
categorization framework OTC dossier documents matrix
OTC OTC

N1.
N2. OTC
N3.
NA4.

» down-scheduling OTC
>
Nb5.

C1.
ARGOM
C2.

Cs.

C4

C4.
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OTC application placement flowchart

Yes

New or change application?

is this an appiication for a new OTC medicine or
a change to a registered OTC medicine?

Change

>

Refer ‘Guidelines

New

A4

Generic?
Is the proposed new medicine a ‘generic’?

(Refer ARGOM Appendix 1, Section 6)

No

Yes

\ 4

Umbrella branding issue?
Does the product include an umbrella segment
that requires a higher level of assessment?
(Refer OTC application route for umbrella

Yes

No
v

Yes

Clone or variant of a
fragrance/flavour/colour (‘FFC’)?
Is the application for either:
1. aclone of a fully evaluated parent; or
2. fora FFC variant of a fully evaluated
parent (where the total content of the FFC
agent(s) is present at <2%)?

No

\ 4

Appendix X or safety/efficacy data
required?
Is the product included in Appendix X or are
data required to support the safety and/or
efficacy of the product?

Yes

No
v

Monograph?
Does the product fully meet all the
requirements of an OTC Medicines Monograph?

N1

N2

No

y

N3

http://www.tga.gov.au/pdf/otc-tools-ap-flowchart.pdf
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