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Therapeutic Goods Administration

About the Therapeutic Goods Administration (TGA)

o The Therapeutic Goods Administration (TGA) is part of the Australian Government
Department of Health and Ageing, and is responsible for regulating medicines and
medical devices.

o TGA administers the Therapeutic Goods Act 1989 (the Act), applying a risk
management approach designed to ensure therapeutic goods supplied in Australia
meet acceptable standards of quality, safety and efficacy (performance), when
necessary.

o The work of the TGA is based on applying scientific and clinical expertise to decision-
making, to ensure that the benefits to consumers outweigh any risks associated with
the use of medicines and medical devices.

o The TGA relies on the public, healthcare professionals and industry to report problems
with medicines or medical devices. TGA investigates reports received by it to
determine any necessary regulatory action.

e Toreport a problem with a medicine or medical device, please see the information on
the TGA website <https://www.tga.gov.au/publication/otc-n2-applications-and-otc-
medicine-monographs>.
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Version history
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V1.0 Original publication OMA - OTCME April 2013
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Therapeutic Goods Administration

Use this tool to determine the correct application level for an OTC medicine application by

answering a series of questions.

[s the product an OTC medicine?

No

Yes

A\ 4

[s the application to register a new
medicine or to make a change to an
existing medicine?

Change

\ 4

This is not the correct application
route for the medicine.

\ 4

New product

Is the active a new chemical entity?

Yes

Use the guidelines Changing an
OTC medicine: using the Changes
Tables to determine which
application level applies to each
change. The application needs to
be submitted at the highest
applicable level.

No

\ 4

Does the medicine have the same:

e quantity per dose of each of the
active substances, and

e dosage form, and

o safety and efficacy properties,
for example

— directions for use
— indications
— target population

as a fully evaluated approved OTC
medicine? (ie. Is it a 'generic’
medicine?)

No

The correct application level is N5.

Yes

The correct application level is N5.

OTC application placement question and answer tool

V1.1 May 2016

Page 4 of 7


http://www.tga.gov.au/industry/otc-argom-app4.htm
https://www.tga.gov.au/otc-generic-and-originator-medicines
https://www.tga.gov.au/otc-generic-and-originator-medicines
https://www.tga.gov.au/publication/changing-otc-medicine-using-changes-tables
https://www.tga.gov.au/publication/changing-otc-medicine-using-changes-tables
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Therapeutic Goods Administration

Use the flow chart for determining
the assessment level for umbrella

branded medicines. Does the
product name include an umbrella
segment that is categorised as
requiring a higher level of
assessment?

Yes

No
\4

[s the application for a medicine
that was previously a ‘Prescription
Only Medicine’ and no such
medicine has been approved as an
OTC medicine?

Yes

The correct application level is N4.

No

A4

[s the medicine a clone or flavour/
fragrance/colour (FFC) variant
that complies fully with all of the
requirements for these
applications?

Yes

The correct application level is N4.

No

\4

Are safety data or a justification for
not providing safety data required
because the medicine contains:

e anew excipient or

e an excipient with a new route

of administration or at a higher
dosage than allowed?

Yes

The correct application level is N1.

No

v

[s the medicine modified release
(excluding enteric coated
tablets/capsules)?

Yes

The correct application level is N4.

No

The correct application level is N4.
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http://www.tga.gov.au/industry/otc-tools-umbrella-branded.htm
http://www.tga.gov.au/industry/otc-tools-umbrella-branded.htm
http://www.tga.gov.au/industry/otc-tools-umbrella-branded.htm
http://www.tga.gov.au/industry/otc-argom-app4.htm
http://www.tga.gov.au/industry/otc-argom-app4-03-submission.htm
http://www.tga.gov.au/industry/otc-argom-app4-03-submission.htm
http://www.tga.gov.au/industry/otc-argom-app4-03-submission.htm
https://www.tga.gov.au/otc-new-medicine-n1-applications
https://www.tga.gov.au/otc-new-medicine-n1-applications
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Is bioequivalence data or a
justification for not providing
bioequivalence data required to
support the application, either
because:

e the medicine is a generic of a
registered medicine for which
such data are required.

e Abrand equivalence statement
has been requested.

Yes

No

A

Is the medicine a formulation
dependant topical? (This question
is for Australian applicants only.
For New Zealand applicants please
select ‘No’ to proceed)

Yes

The correct application level is N4.

No

4

[s safety or efficacy data required
for any other reason? For example,
to support a statement in the PI
document or a label claim.

Yes

The correct application level is N4.

No

v

Does the medicine comply fully

with a specific OTC Monograph

and all of the associated general
requirements?

Yes

The correct application level is N4.

No

The correct application level is N3.

The correct application level is N2.
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https://www.tga.gov.au/book-page/2-otc-generic-medicines
https://www.tga.gov.au/book-page/2-otc-generic-medicines#generic-topical-locally-acting-locally-applied-medicines
https://www.tga.gov.au/book-page/2-otc-generic-medicines#generic-topical-locally-acting-locally-applied-medicines
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