OVERVIEW OF THE THERAPEUTIC GOODS ADMINISTRATION (TGA) MEDICAL DEVICE REGULATORY PROCESS -

TGA, March 2006

Medical Device

v

SPONSOR obtains from the Manufacturer the Classification of the Medical Device (as per the Classification Rules www.tga.gov.au/devices/devices.htm)
(new users will need to first establish an e-business account with the TGA see www.tgasime.health.gov.au )

v

Class | Devices
but not if sterile or measuring
function

!

SPONSOR submits Medical Device
Application through DEAL.
No Application Fee

v

v

v

Overseas Manufacturers

Class | — Sterile and measuring function

Class lla and Class llb

Class 11l

Class AIMD (Active Implantable Medical Device)

v

Devices including animal etc materials
Devices including Medicinal Substances
Devices including blood products
Manufacturers within Australia — New Zealand
Overseas manufacturers opting for a TGA
certificate

TGA selects the application for a Mandatory
APPLICATION AUDIT. (all Class 1l and AIMD
devices and some Class Ilb devices) OR

TGA may select the application for a Non-
mandatory APPLICATION AUDIT (any other

SPONSOR obtains from the Overseas
Manufacturer a EU MRA/CE certificate and a
Manufacturer’s Declaration of Conformity to
Australian Requirements.

v

\ 4

MANUFACTURER obtains a Conformity
Assessment Certificate by the TGA in accordance
with the Therapeutic Goods (Medical Devices)

SPONSOR submits Certificate as Manufacturer’s
evidence throuah DEAL.

Regulations, 2002.

SPONSOR submits Certificate as Manufacturer’s
evidence throuah DEAL.

1 Class | device = 1 GMDN Template Term 1 Class lla/llb device = 1 GMDN Preferred Term 1 Class I11/AIMD device — 1 Product

N | class of device).
C 7 . r_ . v
TGA requests supporting information (and TGA reviews and accepts/rejects submitted TGA reviews and accepts submitted evidence (no
A | invoices assessment fees) evidence (no associated fees). associated fees).
U v ' v
D | SPONSOR submits requested information (and SPONSOR submits Medical Device Application SPONSOR submits Medical Device Application
I assessment fees). through DEAL. through DEAL.
T l Application Fee. Application Fee.
' v
TGA audits the submitted information and .
ADDIOVES of reiects the anplication DEAL = Device Electronic Application Lodgement System TGA accepts Application Ez;yment of Annual
. arges.
v v
TGA includes the device in the Australian Register of Therapeutic Goods (ARTG) N Post-market
4 monitoring by TGA

Disclaimer

This document is provided for guidance only. It should not be relied upon to address every aspect of relevant legislation. Please refer to the Therapeutic Goods Act, 1989 as amended by the
Therapeutic Goods Amendment (Medical Devices) Bill, 2002 and the Therapeutic Goods (Medical Devices) Regulations, 2002 for legislative requirements.
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