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Therapeutic Goods Administration

About the Therapeutic Goods Administration (TGA)

e 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.

e The 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,
ensure that the benefits to consumers outweigh any risks associated with the use of v a1 .ies
and medical devices.

e The TGA relies on the public, healthcare professionals and industry to report == oi. ~with
medicines or medical devices. TGA investigates reports received by it to de*¢ .. ~any
necessary regulatory action.

e Toreporta problem with a medicine or medical device, please see t' = in.  nation on the TGA
website <www.tga.gov.au>.
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Version history

‘ Version ‘ Description of change Effective date
V1.0 Initial publication 28/04/10
\
\
V1.1 e Updated references and contact details to reflect TGA’s new 04/C 71
organisational structure post TGA21

e Made multiple amendments and additions in Section 3. Essenti:
Principles, Principle 14—Clinical Evidence.

e Made multiple amendments in Section 22. Post-marketvig,  -e
and monitoring requirements.

e Added a fourth part titled ‘Navigation and Refer ce’t" 1t
includes:

- abibliography

- consolidated contact details
- anindex

- aglossary of terms

e Made various punctuatic. ~d grammar amendments

Reformatted for comp’ -ev. new TGA style manual
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Section 1. Introduction to
the regulatory guidelines

Purpose of the ARGMD

The Australian Regulatory Guidelines for Medical Devices (ARGMD) has been developed t

e provide guidance to assist manufacturers and sponsors of medical devicesinme ~g.
regulatory requirements for legally supplying a medical device in Australia

e help ensure that medical device applications to the TGA meet all the neces v le, .iative
requirements so that applications are processed with minimal delays

e enhance the clarity and transparency of the processes:

- leading to the legal supply of medical devices in Australia

- for meeting the ongoing requirements once a device is ave “!" or supply in Australia.

Scope of the ARGMD

The ARGMD is a consolidated reference document ¢ ail.  *he regulatory requirements for
medical devices in Australia.

The ARGMD describes the information to b “vplied with applications to:
e import
e export

e manufacture

e supply

medical devices in Aus  'ia. The ARGMD also describes post-market requirements for medical

devices.

Regulator gnid -e‘ .other therapeutic devices that are listed or registered is not included. The
Australian  dicar vevice Requirements Under the Therapeutic Goods Act 1989 (version 4), or DR4,
availab'~on . JA website, provides guidance for these products. Therapeutic devices include:

. J.
) arrace disinfectants

devices incorporating human materials

Please note: A new regulatory framework for in vitro diagnostic medical devices (IVDs) was introduced
on 1 July 2010. Under this framework, IVDs are regulated as a subset of medical devices but there are
several points of difference between the regulation of IVDs and medical devices. For information

relating to the regulation of IVDs in Australia, see the TGA website.
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Legislation applying to medical devices

The legislative basis for uniform Australian controls over goods used in the prevention, diagnosis,
curing, or alleviation of a disease, ailment, defect, or injury are:

o the Therapeutic Goods Act 1989 (the Act)

e the Therapeutic Goods Regulations 1990

e the Therapeutic Goods (Medical Devices) Regulations 2002 (the Regulations)

It is important for stakeholders to know the current regulatory requirements. Copies of t’ :
legislation can be obtained from the Commonwealth of Australia Law website
<http://www.comlaw.gov.au>. The website also provides details of how to purchas¢ 1 cuptes of
the legislation.

There are also legislative instruments such as the:

e Therapeutic Goods Orders (TGOs)

e Excluded Goods Orders

e Medical Device Standards Orders (MDSOs)

e Conformity Assessment Standards Orders (CASOs)

Full details of these instruments are available on the We.oate <http://www.tga.gov.au>.
MDSOs and CASOs

Compliance with the MDSOs and CASOs c. = used to demonstrate compliance with the medical
device legislative requirements. The use of ti.  ~ orders is not mandatory, but is one way to
establish compliance with the regulate:,  -uii .nents. The standards cover topics such as:

e clinical evidence

e risk management

e medical devicesreqrit. 0 be sterile

e quality manageme  vstems and quality assurance techniques

o sterility

e Dbiolog sate., and biocompatibility

e o _itvassucance techniques for animal tissues and their derivatives

[" 2 legie's ve framework adopts the philosophies of the Global Harmonization Task Force (GHTF),
an. ernational forum that was established to achieve greater uniformity between national
>ed. .al device regulatory systems.

Ualess complementary legislation is enacted within a state or territory of Australia to apply the
legislative requirements of the Commonwealth legislation, the Act has no application to activities
undertaken by those who trade in therapeutic goods wholly within the borders of a single state or
territory. That is, where therapeutic goods are produced and sold within a single state or territory,
the Act does not apply.

Some provisions such as the safe storage of therapeutic goods are also covered by the relevant state
or territory legislation.
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Medical device advisory committees

Three committees provide advice on the regulation of medical devices. They are:

Committee Function

Advisory Committee on Provides independent medical and scientific advice to the

Medical Devices (ACMD) Minister and the TGA on the safety, quality and performance - ¢
medical devices supplied in Australia, including issues relating, ‘
pre-market conformity assessment and post-market mr ... .ng.

Therapeutic Goods Committee | Advises the Minister on the adoption of standards “herapeutic
(TGC) goods for human use, matters relating to stan?  <in. .ding
labelling and packaging, and the principles* ec >rvedinthe
manufacture of therapeutic goods for hur an

National Coordinating Consists of representatives from the s. - erritories, and the
Committee on Therapeutic Australian Government. The cor ...attee uiscusses many aspects
Goods (NCCTG) of the regulation of therapeuti. 20d

More information on each of these committees is ave''able om e TGA website
<http://www.tga.gov.au>.

What is a medical device?

From the Therapeutic G~~ds.  1989...
41BD Whatisamed al i« e
1. Amedicald- eis:

a. a. ,inst e  apparatus, appliance, material or other article (whether used
alon~ ¢ cowbination, and including the software necessary for its proper

ar ° catic , intended, by the person under whose name it is or is to be supplied, to
be . A for human beings for the purpose of one or more of the following:

i.  diagnosis, prevention, monitoring, treatment or alleviation of disease;

ii. diagnosis, monitoring, treatment, alleviation of or compensation for an
injury or disability;

iii. investigation, replacement or modification of the anatomy or of a

‘/ physiological process;

iv. control of conception;

v. and that does not achieve its principal intended action in or on the human
body by pharmacological, immunological or metabolic means, but that may
be assisted in its function by such means; or

aa. any instrument, apparatus, appliance, material or other article specified under
subsection (2A); or

ab. any instrument, apparatus, appliance, material or other article that is included
in a class of instruments, apparatus, appliances, materials or other articles specified
under subsection (2B); or

b. an accessory to such an instrument, apparatus, appliance, material or other
article covered by paragraph (a), (aa) or (ab).
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Medical devices:

e areused for humans
e have therapeutic benefits

e generally have a physical or mechanical effect on the body or are used to measure or monitor
functions of the body

Medical devices range from bandages that would be put on a scratch to high-risk products such =«
pacemakers that are implanted in the body.

Other examples of medical devices include:

e artificial hips

e blood pressure monitors

e breastimplants

e catheters

e condoms

e lubricating eye drops

e MRI scanners

e orthodontics—for example, braces or fillings
e syringes

e tongue depressors
How medical devices 3 « “egulated in Australia

The Therapeutic Goods Admin’ rati- (TGA), a Division of the Australian Government Department
of Health and Ageing, is1_s”on. '~ _radministering the Act and associated legislation. The Office
of Devices Authorisatior ‘G. 1 is the area within the TGA responsible for the pre-market
regulation of medical = ices, . aile the Office of Product Review (OPR) is responsible for post-
market regulation nfali rapeutic goods.

Regulatorv syst s a, intended to ensure a high level of protection of public health and safety.
Public tru de .ence in medical devices and in the administrative systems by which they are
regulated.. 2<=d on the safety and performance of devices throughout their life cycle.

Inor :r“ ‘he TGA to maintain public confidence in the safety, performance, benefits and risks
assou. .ed sith the use of medical devices on the Australian market, assessments may be
Ce lCued:

before a device is able to be supplied to the market in Australia, and
e while a medical device is available on the market.

Before a new medical device can be supplied to the market in Australia, the TGA needs to be
involved. The TGA’s regulatory requirements vary, depending on what the device is and how it is to
be used. The TGA is involved in most of the stages in the life cycle of a medical device.

The risks associated with using medical devices can range from little or low potential risk to
patients and users to significant potential risks. As depicted in Figure 1, the level of assessment
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performed by the TGA before the device is able to be supplied in Australia directly relates to the
level of potential risk.

Figure 1

Risk vs Regulatory Requirements

Regulatory Requirements (Increasting)

Class | Classes Slac b Classes
Is, Im, lla II/AIMD
Class = Dev
B Quality System
m Design/Type Control
B Product
One of the TGA’s strategics 1 1 .he regulatory burden on industry is to negotiate agreements

with other international 2g  ‘ors. These agreements can range from recognition and acceptance
of regulatory decisior’ 1 spec .ic products to the sharing of information about regulatory
processes, such ashat, -market assessments occur before a product is able to be supplied.

The TGA cverat on. .00% cost-recovery basis. Its operating costs are funded through fees and
charges c ceu . the therapeutic goods industry. Applicants are required to pay fees for
making ap,..  “ins to the TGA, and sponsors must pay annual charges for the devices that they are
respo’ _.ole fo.

¥ 2oy ~'ements of the medical device regulatory scheme

= key elements of the medical device regulatory scheme include:

e product requirements (the Essential Principles) for the quality, safety, and performance of the
medical device that must be complied with:

- before the device is supplied to the market in Australia, and
- onan ongoing basis while the device is supplied to the market in Australia

e adevice classification scheme based on different levels of risk

e options as to how compliance with the Essential Principles can be demonstrated
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o the optional use of recognised standards
e ongoing monitoring of medical devices that are available on the market
e regulatory controls for the manufacturing processes of medical devices

o the Australian Register of Therapeutic Goods (ARTG) as the central point of control for the legal
supply of medical devices in Australia

e the provision for imposing penalties where regulatory requirements are breached
e arange of corrective actions that may be taken if there is a problem with a device

The legislation also makes provision for specific types of devices, including:

e single-use devices

active medical devices (energy using)

medical devices that contain:

- medicines
- materials of animal, microbial, or recombinant origin

e systems or procedure packs

medical devices for export only
e custom-made medical devices

The majority of medical devices must be ir luded in ... .1RTG before being made available for
supply in Australia. The ARTG can be acces. " via the TGA website <http://www.tga.gov.au>. The
TGA eBusiness (eBS) services system alle*s . < to access information about:

e Medicines

e Medical devices

e Biologicals

e C(Codetablesandir - :diemn

Applications for i ‘o, . amedical device in the ARTG are submitted through eBS. There are
different levels = acci ; for registered users and the general public. Access to some areas of eBS
are restri oy, word.

For a m~dica. .ce to be included in the ARTG, the TGA must be satisfied that evidence exists
appr ori  tothe perceived risks of the device to support its safe and effective use, and that an
4arore, .13t system is in place for monitoring the ongoing performance and safety of the device.

If s ~oneintends to supply a device that is identical to a device that is already in the ARTG, even
Yotan devices are made by the same manufacturer, an application to include the device in the

A ['G must still be made to the TGA. This is because the ARTG is not only a record of the devices

that can be supplied in Australia; it is also a record of all the sponsors who are legally responsible

for the medical devices on the market.

The legislation requires that the TGA conduct an evaluation of the conformity assessment
documentation that demonstrates compliance with the Essential Principles for:

e Australian manufacturers

e specific high-risk devices, including devices that contain:
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- materials of animal, microbial or recombinant origin
- derivatives of human blood or plasma
- amedicine.

There are other medical devices that must undergo a mandatory application audit prior to being
included in the ARTG. These include:

e amedical device (other than a condom) that is indicated to be a barrier for contraception or for
prevention of the transmission of disease in the course of penile penetration during sexual
intercourse

e amedical device that is an implantable contraceptive device

e amedical device that is an implantable breast prosthesis containing material of fI*-id
consistency (other than water only or a saline solution only)

e amedical device that is specifically intended by the manufacturer tobeus " “or  ‘nfecting
another medical device

e aC(Class AIMD medical device

e amedical device that is a prosthetic heart valve

e amedical device that is an implantable intra ocular lens
e amedical device that is an intraocular visco-elas - flu

e aC(lass Il medical device that has notbeen asse cu.  der the EC Mutual Recognition
Agreement or the EFTA Mutual Recognition Ag. ™ 1c.

There are four mechanisms for accessing u. ‘nroved medical devices in Australia:

e clinical trials in Australia
e authorised prescribers
e the Special Access Scheme

e personal importatior
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Life-cycle approach to the regulation of a medical
device

Stage Required regulatory action

Concept Consider the Essential Principles ‘

Prototype Incorporate the Essential Principles into the design N

Preclinical Seek approval from or notify the TGA of intention to commence _‘: _A—
trial

Clinical e Follow clinical trial guidelines )

e Prepare clinical evaluation of clinical dat~

Manufacturing Apply conformity assessment procedur s anc hen obtain appropriate
conformity assessment evidence

Marketing Adhere to the Therapeutic ~oa 'dv tising Code

Supply e Applytoincludethe vicr . .the ARTG
e Monitorsa: and performance of the device during its lifetime
e Maintaip for. .y assessment evidence

e Reportar p uolems with the device to the TGA and to the users of the
d e

~1

{ T " .nd/or correct devices that have defects, design flaws, or
macceptable clinical risks or levels of performance

Obsolescence otify the TGA so the device can be removed from the ARTG
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Who is the manufacturer of a medical device

From the Therapeutic Goods Act 1989...
41BG Manufacturers of medical devices

1. The manufacturer of a medical device is the person who is responsible for the
design, production, packaging and labelling of the device before it is suppliec
under the person’s name, whether or not it is the person, or another persc  -tin,
on the person’s behalf, who carries out those operations.

2. If subsection (1) does not apply to a medical device, the manufactur . t! . device
is the person who, with a view to supplying the device under tt *Su.. - hame,
does one or more of the following using ready made produc’

assembles the device;

packages the device;

processes the device;

fully refurbishes the device;

labels the device;

assigns to the device its purpose by meai ~fi- ormation supplied, by the
person, on or in any one or more of v wing:

i. thelabelling on the devi =;

ii. theinstructions for usin, <=« 4

iii. any advertising mater’ ce. g to the device;

iv. technical documentatic 1< :ribing the mechanism of the device.

mo a0 oD

3. However, a personis -the manufacturer of a medical device if:

a. thepersonass: ‘'es. adapts the device for an individual patient; and
the deviceh: a' e been supplied by another person; and
c. theasserklyc -~ iptation does not change the purpose intended for the
device y me- ns of information supplied by that other person, on or in any one
~mo. ~ft _following:
i e 1avelling on the device;
. L instructions for using the device;
any advertising material relating to the device.
iv  technical documentation describing the mechanism of action of the device

person is not the manufacturer of a medical device if the person is included in a
class of persons prescribed by the regulations for the purposes of this subsection.

2 spoust ilities of a medical device manufacturer
Ma. ‘Tacturers must:

for each medical device, determine the:

- classification
- intended purpose
- appropriate GMDN code

e select and apply appropriate conformity assessment procedures to demonstrate compliance
with the Essential Principles
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e ensure that they have appropriate processes in place and documentation to demonstrate this
before they apply to the TGA or an EU Notified Body for conformity assessment evidence

e obtain the conformity assessment evidence and ensure the information on the certificate
remains current and valid

e pay the application and assessment fees for obtaining the conformity assessment evidence

e prepare an Australian Declaration of Conformity that includes all the manufacturing details fc
the medical devices

e ensure that their conformity assessment procedures are appropriately maintained on” . .. y
obtain the necessary conformity assessment evidence, and that the ongoing requiren -, a
met (for example, reporting adverse events, regular quality systems audits)

o notify the TGA of substantial changes to the design, production or intended; - ma..ce of the
device.

The legislation requires that the TGA must be notified in writing by the =»p1.  ‘ate legal
representative, within 3 months of the event occurring, if the manufactu

- dies
- isdeclared bankrupt
- isabody corporate that is wound up.

A manufacturer may also be the Australian sponsor-.
Please note: even though conformity assessment e\ °nc .s not required for manufacturers of Class I
medical devices that are not supplied ster "= and do .. - .1ave a measuring function, the manufacturer is

still required to prepare the necessary tec:. al documentation and an Australian Declaration of
Conformity and provide it to the TGA ur -~ re st

Who is the sponsr. of .. medical device

Fromt 7. “peutic Goods Act 1989...
Chapt.  —Preliminary, 3 Interpretation
pon.  r,inrelation to therapeutic goods, means:
«. d person who exports, or arranges the exportation of, the goods from Australia; or

0. a person who imports, or arranges the importation of, the goods into Australia; or

[
‘ c. aperson who, in Australia, manufactures the goods, or arranges for another
person to manufacture the goods, for supply (whether in Australia or elsewhere);

but does not include a person who:

d. exports, imports or manufactures the goods; or
e. arranges the exportation, importation or manufacture of the goods;

on behalf of another person who, at the time of the exportation, importation,
manufacture or arrangements, is a resident of, or is carrying on business in, Australia.
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Before someone can supply a medical device for sale in Australia they are required to make an
application to include the device in the ARTG. The sponsor is the person or company responsible
for the importation of medical devices into Australia, and/or the supply of medical devices in
Australia, and/or the export of medical devices from Australia, as well as making application to the
TGA to have their device included in the ARTG.

The sponsor must be a resident of Australia or be an incorporated body in Australia and conducting
business in Australia where the representative of the company is residing in Australia.

Responsibilities of a medical device sponsor
The medical device sponsor must:

e have procedures in place, including a written agreement with the manufacturer,toot  a
information from the manufacturer when requested by the TGA

e ensure that

- they have available sufficient information to substantiate complian®  vit.. e Essential
Principles or have procedures in place to ensure that such infor> ~tio. 1 be provided
from the manufacturer to the TGA within 20 working days

- an appropriate conformity assessment procedure has beer .ppli~d to the medical devices

- the manufacturer has appropriate conformity assessment -ide _e for the medical device

- the conformity assessment evidence remains valid v~  *hc .cvice is supplied in Australia

e for devices other than Class I not supplied steril’ ~w. ar _asuring function, submit the
conformity assessment evidence to the TGA

e apply to include the medical devices in the ART -~ 1ding certifying that the information
provided is complete and correct

e pay the fee for applying to include th- me. 1 device in the ARTG, and where applicable pay
the fees for an application audittr ;e =~ ducted

e upon request

- provide docume:r .tior. lat’ zto the medical device to the TGA

- deliver samples of . meu.cal device to the TGA

- allow aperson chor. 1by the TGA to enter and inspect any premises, including outside
Australia, wher. = devices are manufactured or located

notify the T 101 rtain incidents and performance issues
e ensur. eimc..nation about the device complies with the regulatory requirements
e p-, cheani.ual charges for ongoing inclusion of the medical device in the ARTG

I =re ar~ .iminal and civil penalties for making false statements.

Pr. cesses to supply medical devices in Australia

The legislation requires that there are different processes that must be followed to be able to
supply medical devices for sale in Australia.

These processes have been summarised as follows:

e Process to supply a medical device in Australia—all Class I non-sterile and non-measuring
devices
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e Process to supply a medical device in Australia—if the medical device is manufactured in
Australia

e Process to supply a medical device in Australia—if the medical device is manufactured
overseas
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Process to supply a medical device in Australia—all

Class | non-sterile and non-measuring devices

Manufacturer prepares
necessary technical

documentation and
Australian Declaration of
Conformity

A 4

Sponsor lodges application
to include device

in ARTG via TGA
eBS

A 4

Medical device included on
ARTG and TGA notifies
sponsor

v

/

Sponsor prin  Cert ficate of

Technical documentation
and Australian Declaration
of Conformity

\/

______________________

ARTG entry may be
selected for post-market
review

Ii. .usio,  ~r _BS

Ongoing monitoring of
device while device is on

-

\ the market

Certificate of
Inclusion
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Process to supply a medical device in Australia—if the
medical device is manufactured in Australia

i.e., Class I sterile
Class I measuring
Class Ila

Class IIb

Class 111

Class AIMD

Manufacturer determines classification
of device

A 4

Manufacturer decides the procedures to
be used to demonstrate device meets
relevant Essential Principles and
prepares necessary documentation

A 4

Manufacturer applies for TGA

Conformity Assessment Certifi.  ~

If necessary:

e amendme’ _.

e furtherin rmsc
prc d

e anoucC. s
~itTrawn

de
an is

A

M. “acturer prepares Australian
L claration of Conformity

A 4

—

Sponsor submits Manufacturer’s
| evidence to the TGA

Submission
successful?

Sponsor lodges application to include
device in ARTG

No Application

successful?

Device included in ARTG and
sponsor can supply the device
in Australia

Some
applications
are selected
for detailed
application

audit

Ongoing monitoring of
device while device is on
the market
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Process to supply a medical device in Australia—if the
medical device is manufactured overseas

i.e., Class I sterile Manufacturer determines classification of
N device
Class I measuring
Class Ila v
Class IIb Manufacturer obtains conformity
assessment evidence from the TGA or EU
Class 111 e
Notified Body
Class AIMD
9 —
v > Wy
Manufacturer prepare; wusti ian
Declaration of C'ony. .
Sponsor subr .5 nufacturer’s evidence
0 e TGA
If necessary:
e amendments made
o further informationis | Py Submission
provided successful?
e application is Some
withdrawn applications
are selected for
Sponsor lodges application to include detailed
device in ARTG R application
audit
No Application
successful?
Device included in ARTG and Ongoing monitoring of
sponsor can supply the device device while device is on the
in Australia market
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Process to supply a medical device in Australia—if the
device contains a medicine or materials of animal,
microbial recombinant, or human origin

Manufacturer determines classification
of device

Manufacturer decides the procedures to
be used to demonstrate device meets
relevant Essential Principles and
prepares necessary documentation

A\ 4

]

No Ay e n

e, L
Class 111
Class AIMD
uu
v
-
If necessary:

e amen'men. Mar

e furthe forrmauonis
providew
e - pY fonis
adr wn

su se 1,/

Yes

Manufacturer applies for 774
Conformity Assessment Ce  fica

‘aciurer prepares Australian
reclaration of Conformity

A 4

Sponsor submits Manufacturer’s
| evidence to the TGA

Submission
successful?

Sponsor lodges application to include
device in ARTG

No Application

successful?

Device included in ARTG and
sponsor can supply the device
in Australia

Some
applications
are selected
for detailed
application

audit

Ongoing monitoring of
device while device is on
the market
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Currency of information

The guidelines contain many references to legislation. However, these references, although
accurate at the time of publication, are not intended to be comprehensive. It is the sponsor’s and
manufacturer’s responsibility to ensure that current regulatory requirements are fully met.

You should routinely check the TGA website for the latest version of these guidelines and not rely
on printed copies. The guidelines are available on the TGA website.

While these guidelines reflect the views of the TGA and its evaluation committees at the time ot
publication, there may be occasions where a departure from the guidelines is warranted. 1
believe this to be the case, a justification for the departure should be submitted with the
application. You may wish to contact the Office of Devices Authorisation for advice ir -ci.
instances.

The TGA welcomes comments and suggestions about the ARGMD; these shoul” ™ :a.  t*ed to:

Email: <devices@tga.gov.au>

Post:
Office of Devices Authorisatior
Therapeutic Goods Administrat.
PO Box 100
WODEN A€ 26(
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Section 2. Fees and
charges for medical
devices

Overview
The TGA operates on a 100% cost-recovery basis and collects its revenue primar ‘roL_.1 annual
charges, and application, evaluation, audit, and assessment fees. The feesand < ~ge. .rrently

applicable to medical devices are available on the TGA website.

The TGA is very conscious of the costs associated with its regulatory re.  nsi desand is
continually seeking to contain those costs through improvementsir® th. .encyand
effectiveness. Each year, the level of fees and charges for medical = :vice is reviewed in
consultation with industry associations, including:

e the Medical Technology Association of Australia
e the Australian Dental Industry Association

e AusBiotech Ltd

e IVD Australia

Annual charges are payable each finan< .. ar..r medical devices that are on the Australian
Register of Therapeutic Goods (ARTC (¢ a _ part of the financial year. The ARTG is the TGA’s
record of the devices thatare abl- . be  plied.

Fees are charged for app’ -atic  as¢ ssments, and audits for new medical devices. Fees are also
payable when there are ch ~es . the TGA needs to assess.

Annual char_ s

An annual charg isp. able for maintaining a medical device in the ARTG. The annual charges vary
dependin, che sification of the device. Different rates may apply for a:

e (Cla=~Aln. .edical device
« 51 medical device

'ass [Ib medical device

Class Ila medical device
e C(lass I medical device—supplied sterile
e (lass I medical device—incorporating a measuring function™

e (Class I medical device

1
‘Medical devices with a measuring function’ is defined in Regulation 1.4 of the Regulations.
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A new medical device approved at any time during a financial year will be liable for the full annual
charge for that financial year, in addition to the application and/or assessment fees paid. There is
no reduction in the annual fee if a medical device is only on the ARTG for part of a year.

Annual charges are levied as a tax for cost-recovery purposes through the Therapeutic Goods
(Charges) Act 1989. Invoices for annual charges are generally issued to sponsors in July/August
each year for all products on the ARTG as at 1 July of that year.

Sponsors can elect to receive their annual charges invoice electronically by completing the form
available on the TGA website. Electronic invoicing improves the timeliness and delivery of inve™ 5.

The invoices include a complete list of ARTG entries for each sponsor. Any discrepancies or
omissions from the list of product entries should be notified to the TGA immediately. Spc ¢ s s0
have an opportunity to review the devices listed in the invoice and identify any prodr *s t.

should be cancelled (where supply ceased before 1 July of that year) and products fc v. -halow
volume - low value exemption will be sought.

Non-payment of annual charges for medical devices will result in the cance »tic. € the relevant
products from the ARTG. Once cancelled, a new approved application is req.  ~d vefore supply of
the medical device can resume.

Low-value turnover

The annual charge is not payable for low-value turnover prod--ts. snsor must apply to the TGA
providing a declaration that the turnover is of sufficiently] vv e to obtain an exemption from
the annual charge.

To be eligible, the turnover in respect of an entry or .ue. TG must be, or be estimated to be, no
more than 15 times the annual charge for inclusion  *»* ARTG for a financial year. The turnover of
a medical device means gross dollar recei:  (excluding uST) from sales of the medical device in
Australia for a financial year, including reta.  °d wholesale sales.

Applications must be accompanied by 5. me it of actual turnover (for existing entries) or a
statement of estimated turnover (for .¢v e .ies)and be signed by a person who is a qualified
accountant under section 88B of ©~ . Co.  ation Act 2001. There is a non-refundable application
fee to declare that a prodictis’ low alue. For more information please refer to the TGA website.

Fees

The TGA has a vari~~70. s for medical devices. They include:
e application =s

e confc 7 assessment fees

e 7 ,pY ‘onauditfees

{ Nlic’ .onfees

’1 ayvuid delays, sponsors and manufacturers should pay the application fee at the time of
. smitting an application. The application will not proceed until the fee is paid.

The fees payable vary depending on the type of application.
The TGA charges application fees to:
e apply for a change to, or recertification of, a TGA Conformity Assessment Certificate

e include a medical device in the ARTG

e vary an ARTG entry if the entry is incomplete or incorrect
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e obtain a Certificate of Free Sale or an Export Certificate, which are required by some countries
that devices are exported to

e lodge an application for consent to import into Australia, supply for use in Australia, or export
from Australia a medical device that does not conform to the Essential Principles

e notify the intention to sponsor a clinical trial of a medical device to be used solely for
experimental purposes in humans—Clinical Trial Notification Scheme

e apply for approval to use a specified kind of medical device solely for experimental purpos: 1
humans—~Clinical Trial Exemption Scheme (CTX).

Conformity assessment fees

Conformity assessment fees are
payable for:

Description of fees

applying for: Application fee is payable for'ody -the application

e a TGA Conformity Assessment with the TGA

Certificate

e re-certification of a TGA
Conformity Assessment Certificate
when it is due to expire

assessment of the documentation e TGA ' >nducta preliminary assessment to
supplied to demonstrate compliance determine the appropriate conformity assessment
with the Essential Principles, either ‘ae
for:

Where applicable, fees may also be payable for the
e aninitial application assessment of a medicinal component of a device
* are-certification e Aninvoice will be raised and sent to the

manufacturer for payment

application and asses.  °nt ot e Anapplication for a TGA Conformity Assessment

documentation * e, _ertificate Certificate must be made at the same time or have

under the EC-I 'Ao IFTA-MRA been made previously for an application to be
processed

e Astandard fee is payable that assumes that no
additional product assessment or QMS assessment is
required—only a review of administrative
regulatory procedures and labelling etc.

e More fees may be payable if additional work is
required

e This is a commercial arrangement through a
contract for service between the TGA and the
manufacturer

surveillance audits of a manufacturer | ¢ The issue of a TGA Conformity Assessment
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Conformity assessment fees are Description of fees

payable for:

Certificate may require an initial audit by the TGA

o  After this, audits will occur regularly—generally at |
least 18 months apart and no more than five years |
apart. Audits may be conducted more frequently if
issues arise ‘

e Inaddition to the audit fee, reasonable tra= :l,
accommodation and allowance costs fortt '+ ¢h
in and outside Australia are payable

changes to a TGA Conformity e Feesvary depending on the pro  "ure. che
Assessment Certificate manufacturer has used and ex. .cof the change

testing of medical devices by the TGA, | e Directand/orindir- cost. .conducting the tests,
if required including the cost any onsumables used to
conduct the tests

Application audit fees

Some applications to include medical devicesonth RT .ill automatically undergo an
application audit. For details of these medj~al device. . more information on application audits
please see Section 11. Application audits 6.  ~dical device applications.

Applications to include other classes of = lica  >vices on the ARTG may also be randomly selected
for an application audit. A feeisnotp’ al! .. rthese audits.

There are two levels of applicatic .udi  .d different fees apply to each level.

Fee reduction.

The therapeutic good:  rislat. .n:

C

o allows exem~ ro. annual charges for low volume - low value products

a

e allow ~ it ssessment fees to be reduced

e hasrop. = .ontoreduce application fees

~

‘egl. _u .7 of the Therapeutic Goods (Medical Devices) Regulations 2002 (the Regulations)
i mder .ovisions for reduced fees for application audits and conformity assessments, where
int.  ation is available that allows the assessment to be abridged. Relevant information must

‘ate to the medical device or some or all aspects of the conformity assessment procedures
applicable to the device.

The applicant may provide the TGA with the details of previous conformity assessment evidence.
The TGA may request copies of the documentation if the assessment was conducted by another
conformity assessment body. This may allow the TGA to reduce the level of assessment and
consequently the applicable conformity assessment fees. If the TGA determines that the
information is sufficient for an abridged assessment to be conducted, the TGA will determine the
appropriate reduced fee.
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Application audit fees may be reduced if the evidence of conformity is applicable to several kinds of
medical devices and the applications are submitted at the same time. This would usually apply to
applications for Class IIl and AIMD devices that have different unique product identifiers. Normally
application audit fees would be levied for each kind of medical device. The sponsor should apply to
the TGA for a reduction in fees. For more information on the criteria and timeframes that must be
met for a successful application to reduce the fees please refer to Section 11. Application audits of
medical device applications.

By default, the TGA will undertake full assessment of an application at the full prescribed fee.

Payment of fees by instalments

In accordance with Regulation 9.5 of the Regulations, the TGA may approve an instal= ~nt | .ent
plan where the assessment fees exceed $10,000 and the payment of the feeasalum s.  would
result in financial hardship for the manufacturer or sponsor.

Instalment payment plans are designed to ensure full payment is made pric to. finalisation of
an assessment. Conditions, including interest, may be applied for an approve  1stulment plan.
Payment plans that extend beyond the financial year will usually have 1. es ..nposed on the debt.

Sponsors must:

e apply in writing for an instalment plan

e include supporting information demonstrating f anci har hip (for example, financial
statements, budget projections).

The instalment plan, as defined in the Regulations, .

e  50% of the fee prior to commenceme:.
e 25% to be made 30 days later

e balance payable on completion oi tk  a: sessment/audit or withdrawal of the application by the
applicant.

Failure to make an instai..ient} > .t by the agreed date will result in the balance of the amount
being payable in full.

The TGA cannot consi.. 1 request for instalment payments while another fee or charge remains
unpaid.

The TGAvillad =t' applicant in writing within 30 days if the decision to grant instalment
payments  provcd. Applicants are required to agree to the conditions relating to the instalment
paymenrt nia.. .riting.
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Section 3. The Essential
Principles

Overview

What are the Essential Principles?

From the Therapeutic Goods Act 1989...

41C The Essential Principles set out the requirements relating to the safety an
performance characteristics of medical devices.

For a medical device to be supplied in Australia, it must be demonstrated that the rel’ nt. 2ntial Principles
have been met. The regulatory framework provides flexibility for manufacturers == ica - for technological
advances and changes in the development of new medical devices by not dictat'ng 1. -a manufacturer must
prove that they have met the Essential Principles.

It is the manufacturer’s responsibility to demonstrate compliance with t* : Ess atial Principles for their medical
devices.

There are six general Essential Principles that apply to all devices che are a further nine Essential Principles
about design and construction that apply to devicesonaca %Yy- -7 isis.

General principles

e Use of medical devices not to compromise he 'th and sa..

e Design and construction of medical devices to ¢c.  ~rm to safety principles
e Medical devices to be suitable forintenc 1- v« se

e Long-term safety

e Medical devices not to be au.v - =se. " _ted by transport or storage
o Benefits of medical devic * co o . eigh any side effects
Principles about des® ~n. .onstruction

e Chemical, pt 'sicai 4} Llogical properties

e Infectionana1. < ial contamination

e Crenstrr *° . 1denvironmental properties

e Meu ‘deviceswith a measuring function

] . ction against radiation

«  Medical devices connected to or equipped with an energy source

e Information to be provided with medical devices.

e (linical evidence

e Principles applying to IVD medical devices only
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Demonstrating compliance with the Essential Principles

A checklist that manufacturers may complete to demonstrate how they have complied with the Essential
Principles for a particular medical device is available on the TGA website <http: //www.tga.gov.au>.

Once a design specification that minimises the identified risks has been defined, the manufacturer will need to
decide how to demonstrate that it meets the relevant Essential Principles. In many instances this will be
achieved through implementation, maintenance and regular inspection of a quality management system by the
device manufacturer.

Manufacturers can demonstrate that the Essential Principles have been met for a device in many ways. Som¢
examples include:

¢ adocumented and detailed risk analysis
e the results of testing of the medical device
e literature searches

e copies of the label, packaging and Instructions for Use to demonstrate that informati~ = 'eq  ~ments have
been met

e expert opinion
e the design dossier, if applicable.

This information must be held and maintained by the manufacturer and wst’ ' made available to the TGA upon
request.

Standards

The most common way to demonstrate compliance with the  ~nu.. Principles is to meet a standard published
by an Australian or International Standards Agency,a Pha 1ac.  zia, or a similar standard. If the manufacturer
chooses to use other voluntary standards they must provia ence that the chosen standard is applicable to
the manufacturer's quality system and thatits ap  -ation satisfies the requirements of the Regulations. The use
of such standards is not mandatory.

To comply with Essential Principle 2, the des ;n " construction of a medical device must conform with safety
principles, having regard to the ‘generally ackr w :dged state-of-the-art’. Published standards for medical
devices are developed through a proce .t cni.__nsus, and therefore are accepted to reflect the generally
acknowledged state-of-the-art. hisi. 'hy indards need to be considered by a manufacturer, even though
compliance with any given stand- ‘is —ompulsory under the legislation.

To ensure that a medical dev’  cont. .es to conform to the state-of-the-art, it is important for the manufacturer
to regularly update the risk ar. -is of the device to account for changes and advances in knowledge. The
expectation is that mar .. -er. will consider the application of standards as part of maintaining their quality
management sys‘ems.

An update or cha _ *o0 A standard should trigger the manufacturer to undertake a risk assessment of complying
or not with t- .atest .ndard or version. The outcome of the risk assessment will be a decision to apply the
new stande 1 . not. If the manufacturer decides to:

e p. to_.clatestversion of the standard, the TGA would expect a plan to be put in place for how and
en. apliance with the standard will be achieved

not .pdate to the latest version of the standard, the TGA would expect the manufacturer to hold justification
“or not complying.

When choosing which standards to apply to each device manufacturers should take into consideration the:
e intended purpose of the device

e environment in which it is likely to be used

e likely users of the device

e generally acknowledged state-of-the-art
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Standards that are commonly used by medical device manufacturers are:

e SO 14971—Application of risk management to medical devices

ISO 13485—Quality management systems: Requirements for regulatory purposes

ISO 10993—Biological evaluation of medical devices

ISO 60601—Medical electrical equipment
e IS0 10282—Single-use sterile rubber surgical gloves

If a standard is used, the manufacturer should include in the technical file for the medical device:

e identification of the standards used
e for each standard used, a statement:

- thatall requirements are met, except for non-applicable requirements, or deviations »nte arately

- of any requirements that are not applicable to the device

- describing any deviations to the standard that were applied in relation to the de

- information on any ways in which the standard may have been adapted for ap  -ati. .to the particular
device (for example, if alternative tests are allowed, which ones are perfor  »d1. lation to that device).

Manufacturers of medical devices must ensure that their devices comply with. ~or . _able rules and regulations
that relate to the operation or supply of their device in Australia, regardle- .fw. .er the requirements directly
relate to medical regulatory aspects or not. For example, a manufacture; fan ectrically powered medical
device that has radio communications functionality must comply with ec -ne appropriate electrical,
spectrum, communications, customs, medical, etc. requirements t' ... ly nationally and in each of the states
and territories.

Manufacturers should bear in mind that specific export m7 .c. ~ay have additional requirements such as
evidence of certification/standards compliance or testhou v~ uations.

Standards orders

The legislation creates a system of non-manda* M. :al Device Standards Orders (MDSOs) and Conformity
Assessment Standards Orders (CASOs) that n' . -ed to demonstrate compliance with the Essential Principles
or conformity assessment procedures.

Compliance with MDSOs and CASOs i .ot r~ ndatory, but is one way to establish compliance with Essential
Principles. The standards covei .0nice =" .s:

e (Clinical evidence

e Risk management

e Medical devicesre ire .o be sterile

e Quality mane.g ~r*systems and quality assurance techniques

e  Sterilit

e Bio. ral_afety and biocompatibility

e ~ _ ‘tyassurance techniques for animal tissues and their derivatives

<

Standards take effect from the date they are published in the Commonwealth Gazette. Details of the current
ML 50s and CASOs are available on the TGA website <http://www.tga.gov.au>.

Risk management

When developing a medical device, the Essential Principles relevant to the device must be considered. For
example, Essential Principles 1, 3, 4 and 6 require that the medical device achieve its intended performance
during normal conditions of use as specified by the manufacturer, and the known and foreseeable risks and any
undesirable effects are minimised and acceptable when weighed against the benefits of the intended
performance.
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These principles in particular require that the device concept be first evaluated using a risk analysis that starts
by considering any known patient- or user- related medical hazard (for example, blood loss, electric shock). 1SO
14971:20072 can provide further guidance on this, but is not a mandatory standard that must be used.

For each hazard, the analysis should list all potential causes and determine the probability and severity of their
occurrence. Risk mitigation strategies should then be examined and tested. This type of analysis can and should
be performed before beginning product development as it generates the safety requirements for the design
specification.

Please note: These Essential Principles outline the Australian requirements. If you intend to supply the
medical devices in other countries, it is recommended that you check the regulatory requirements in
those countries. For details of the differences between the Australian and the European Union regulatory
requirements, please see Section 8. Differences between the Australian and European Union medical
device regulatory requirement

Meeting the Essential Principles—General Principl .
Principle 1—Use of medical devices not to compromise health and safet,

From the Therapeutic Goods (Medical Devices) Regulations = ?— . .iedule 1, Part 1
1. A medical device is to be designed and produced in  way *hat ensures that:

a. the device will not compromise the clinical ~~na or safety of a patient, or
the safety and health of the user orany ¢ er , -son, when the device is used
on a patient under the conditions. 'fo. = rposes for which the device
was intended and, if applicable, bv - * win appropriate technical
knowledge, experience, educatio: rtr ng;and

b. any risks associated with the use o. device are:

i. acceptable risks whe.. ~ighed against the intended benefit to the patient;
and
ii. compatible wit’ 1} ., ‘evel of protection of health and safety.

How to demonstrate complia- e

A fundamental concept in the ¢ s1, nd production of a medical device is how the device is intended to be
safely used and by whom. A= ufac..rer is required to undertake a well-reasoned and documented analysis of
the foreseeable risks that ~~ulc.  ~ur by using the device and compare these with a well-reasoned and
documented analysis ¢ .ane  neiits that would be provided for the patient or user of the medical device. These
analyses have to erog =t [ta patient or user’s safety is paramount.

The work underw.. b the manufacturer could involve, but is not restricted to:

e awell-r a¢ 1and documented risk analysis
e ad. e’ _dreview of relevant published literature
. ~uniented review of manufacturer’s experience with device
assessing and documenting compliance of the device and its packaging with specifications and standards
e reviewing and documenting the labelling and Instructions for Use provided with the device

e reviewing and documenting final release procedures

21S0 14971:2007 specifies a process for a manufacturer to identify the hazards associated with medical devices to estimate and
evaluate the associated risks, to control these risks, and to monitor the effectiveness of the controls. The requirements are applicable
to all stages of the life-cycle of a medical device.
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Principle 2—Design and construction of medical devices to conform with safety principles

From the Therapeutic Goods (Medical Devices) Regulations 2002—Schedule 1, Part 1
2.

1. The solutions adopted by the manufacturer for the design and construction of a
medical device must conform with safety principles, having regard to the generally
acknowledged state of the art.

2. Without limiting subclause (1), in selecting appropriate solutions for the design
and construction of a medical device so as to minimise any risks associated with
the use of the device, the manufacturer must:

a. first, identify hazards and associated risks arising from the use of the dev*
for its intended purpose, and foreseeable misuse of the device; and

b. second, eliminate, or reduce, these risks as far as possible by adopting. ' ¢
of inherently safe design and construction; and

c. third, if appropriate, ensure that adequate protection measur . taken,
including alarms if necessary, in relation to any risks that c..  tb.
eliminated; and

d. fourth, inform users of any residual risks that maya- ~du . any
shortcomings of the protection measures adopte”

How to demonstrate compliance

The design and construction processes for a medical device ~eed  tak account of any foreseeable risks or
hazards that may exist, or could be created by the device wi. it 4 as intended by the manufacturer. The
design and construction of the device should, wherever pc .u. “liminate the identified risks or hazards. Where
risks or hazards can not be avoided methods must be esta.  ~h- 1 co alert and inform users of the medical device.

As for Essential Principle 1, a well-reasoned and . umented risk analysis should be developed to demonstrate
compliance with Essential Principle 2. It is also imp. nt to regularly update the risk analysis of the device to
account for changes in knowledge or advance .. “et..id to ensure that the design and construction of the
medical device continues to conform to safe , v ir ples.

Compliance with the relevant Australi- = «nd in.crnational standards are generally accepted as meeting
subclause (1) of this Essential P 'ncif Ho 2ver, the manufacturer may choose alternate methods for design,
construction and testing. If the dc¢ e« not comply with any relevant Australian and/or international
standards, justification should . p:  'ded to explain why the manufacturer has made this decision.

The work undertaken by the n.  facturer could involve, but is not restricted to:

e awell-reasoned ai doc nented risk analysis
e adocumentr  view of manufacturer’s experience with device
e documr .ce7 ~mpliance and/or consideration of relevant product safety and performance standards

Princi; >3- _.edical devices to be suitable for intended purpose

From the Therapeutic Goods (Medical Devices) Regulations 2002—Schedule 1, Part 1

3. A medical device must:

a. perform in the way intended by the manufacturer; and

b. be designed, produced and packaged in a way that ensures that it is suitable for
one or more of the purposes mentioned in the definition of medical device in
subsection 41BD (1) of the Act.
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How to demonstrate compliance
The work undertaken by the manufacturer could involve, but is not restricted to:

e appropriate test protocols and results to demonstrate that the design, production and packaging of the
device enables it to perform as intended

e where the manufacturer makes specific claims in relation to, for example, antimicrobial efficacy of the
medical device, appropriate data should support the claims

e where the manufacturer is operating an appropriate and certified quality system, this Essential Principl }
be partly addressed by that certification

Principle 4—Long-term safety

From the Therapeutic Goods (Medical Devices) Regulations 2002—Schedule 1, ar. .

4. A medical device must be designed and produced in a way that ensure< “ha.

a. thedevice is used within the period, indicated by the manufact in . .ich
the device can be safely used; and
b. the device is not subjected to stresses that are outside th tre. -thatcan

occur during normal conditions of use; and
c. thedevice is regularly maintained and calibrated inac 1~ 1ce with the
manufacturer’s instructions;
the characteristics and performances mentioned in use 1, 2 and 3 are not
adversely affected.

How to demonstrate compliance

The manufacturer needs to have evidence that the design. 1 p _uauction practices used for their medical device
have taken into account the following to ensure ' ~t the dev.._ continues to comply with Essential Principles 1,
2,and 3:

e the expected lifetime of the device
o identified stresses experienced by the mec -»" device during normal use
e anyregular maintenance ar i cali atio requirements

Any adverse effects of these str-ss  must be considered and included in a well-reasoned and documented risk
assessment.

The lifetime of a device i sic. ed to include the period prior to first use, and the period (or number of uses)
expected or recommer 2db :he manufacturer. Assessment of this can be done by bench testing, simulated shelf
life testingand ¢~ al. * .con.

The work undertak. = the manufacturer could involve, but is not restricted to:

e a-vell- - . landdocumented risk analysis

o sse. encoflifetime of the device including bench testing, simulated shelf life testing and clinical
'ua. un

a documented review of complaint history

e clinical evidence
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Principle 5—Medical devices not to be adversely affected by transport or storage

From the Therapeutic Goods (Medical Devices) Regulations 2002—Schedule 1, Part 1

5. A medical device must be designed, produced and packed in a way that ensures
that the characteristics and performance of the device when it is being used for its
intended purpose will not be adversely affected during transport and storage that
is carried out taking account of the instructions and information provided by the
manufacturer.

How to demonstrate compliance
The work undertaken by the manufacturer could involve, but is not restricted to:

e documented evidence of testing to demonstrate that the design, production and packaging ¢ tb d- sice
ensure that the device characteristics and performance is not adversely effected during tran.  ~* .nd
storage

e adocumented review of complaint history

Principle 6—Benefits of medical devices to outweigh any undesirable “ec..

From the Therapeutic Goods (Medical Devices) Regulati~ 200. -Schedule 1, Part 1

6. The benefits to be gained from the use of a medica. wir for the performance
intended by the manufacturer must outweigh ‘nuesirable effects arising from
its use.

How to demonstrate compliance

To comply with this Essential Principle it is nece.  -v, as part of a well-reasoned risk analysis, to identify and
document any undesirable effects from using the dc = and compare these with the benefits expected to be
achieved through the use of the device.

In addition to the risk analysis, manufacturers’ 10 ud provide evidence that the outcomes or conclusions of the
risk analysis have been acted on.

The work undertaken by the m. .u>fac ~~ Juld involve, but is not restricted to:

e awell-reasoned and docur _nt. isk analysis

e adocumented review ~€th  anufacturer’s experience with device

Meeting the | =< :ntial Principles—Principles about design and
construct.. °

Prin. ple <) 'mical, physical and biological properties

From the Therapeutic Goods (Medical Devices) Regulations 2002—Schedule 1, Part 2
7.1 Choice of materials

In ensuring that the requirements of Part 1 are met in relation to a medical device,
particular attention must be given to:

a. the chemical and physical properties of the materials used in the device; and

b. the compatibility between the materials used and biological tissues, cells,
body fluids and specimens;

having regard to the intended purpose of the device.
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7.1 Choice of materials

A manufacturer must be able to demonstrate that the materials used in the medical device are appropriate, given
the intended purpose of the device. For example, a well-reasoned risk analysis should consider toxicity,
flammability and biocompatibility risks, and examine if particular labelling or instructions could mitigate any
residual risks.

Historical data on materials used in similar devices should be reviewed and included in the documented analysis.

A biological evaluation, based on relevant standards, should be made. It may be possible to limit any testing by
considering the results of previous and relevant tests on the same or similar materials used in the same or
similar applications.

The work undertaken by the manufacturer could involve, but is not restricted to:

e awell-reasoned and documented risk analysis

e documented analysis and review of historical data on materials used in similar devices

e conducting a biological evaluation based on relevant standards. ISO 109933 can pro*- : .. er guidance on

this, but is not a mandatory standard that must be used.

From the Therapeutic Goods (Medical Devices) Regulations 2°02-  -hedule 1, Part 2

7.2 Minimisation of risks associated with contaminants a»- re. S
1. A medical device must be designed, produced a- . par’ =d in a way that ensures
that any risks associated with contaminants an. <i .es that may affect a person

who is involved in transporting, storing ¢ 7 wic device, or a patient, are
minimised, having regard to the in* ‘nde ur} se of the device.
2. In minimising risks, particular cons. ai..  .wustbe given to the likely duration

and frequency of any tissue expor e . ~ciated with the transportation, storage or
use of the device.

7.2 Minimisation of risks associated with co~*am. ~«ts and residues

The contaminants and residues could incluc 37 v s, process and sterilisation residues, mould release agents,
particulate contamination and fluid spill==2. 1t s be necessary to use particular labelling or instructions
supplied with the device to reduce or/ itige’ » some risks if they cannot be eliminated.

The work undertaken by the mar= cu. could involve, but is not restricted to:

e awell-reasoned and doc:  enteu sk analysis
e ifnecessary,demor _ g ..atthe labelling and Instructions for Use supplied with the device inform users

of how to reduce ¢ miti te risks associated with contaminants and residues that cannot be eliminated.

Frc  ie Therapeutic Goods (Medical Devices) Regulations 2002—Schedule 1, Part 2

3 Ability to be used safely with materials etc
1. A medical device must be designed and produced in a way that ensures that the

\ device can be used safely with any material, substance or gas with which the device
' may come into contact during normal use or use in routine procedures.
{) 2. Ifthe device is intended to be used to administer medicine, it must be designed and

produced in a way that ensures that the device:

a. is compatible with the provisions and restrictions applying to the medicine to
be administered; and
b. allows the medicine to perform as intended.

31S0 10993 is a multi-part standard for the biological evaluation of medical devices. Each part covers a different aspect of the
evaluation.
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7.3 Ability to be used safely with materials etc

The analysis should also consider any specified materials that may be required to clean, disinfect or sterilise the
medical device, as well as the effects of these materials during these procedures.

It may be necessary to use particular labelling or Instructions for Use supplied with the device to reduce or
mitigate some risks associated with the interactions of these materials, substances or gases with the device.

Warnings are required if it is foreseeable that an interaction between the device and incompatible materials
could occur. These warnings should be included in the labelling or Instructions for Use included with the device.

If the device is intended to administer medicine, the design, production and packaging processes should take =
account any provisions or restrictions for the medicine as well as ensuring that the medicine can perform ~=
intended.

The work undertaken by the manufacturer could involve, but is not restricted to:

e awell-reasoned and documented risk analysis

e ifnecessary, demonstrating that the labelling and Instructions For Use supplied with tk '« -e informs users
of how to reduce or mitigate risks associated with the use of the device with mater’ = at cannot be
eliminated

e labelling and Instructions For Use to include warnings relating to a foresee-hle.  raction between a device
and an incompatible material

e ifthe device is to administer a medicine, demonstrating that the des 1, pi 1uction and packaging of the
device take into account any provisions or restrictions for the madic.

From the Therapeutic Goods (Medical Dev. 1t~ dons 2002—Schedule 1, Part 2

7.4 Verification of incorporated substan

1. Ifamedical deviceincor -rates, or 1> intended to incorporate, as an integral
part, a substance that, if u. " separately, might be considered to be a medicine
thatisintended toact ap. ntina way thatis ancillary to the device:

a. thesafetyand (42 ty .. the substance must be verified in accordance with
the requirc _.nts medicines; and

b. theancil -yac on of the substance must be verified having regard to the
ini_r 'ea -~ seof the device.

2. Forth pui, ‘esofthisclause, any stable derivative of human blood or human
plas.. s considered to be a medicine.

7.4 Verificatior f mc - ated substances

A manufacturer o1« - “ical device that contains a medicine as an integral part must show that the device
component - .4 *"= medicinal substance function together to achieve the intended purpose.

In adait’ n, uie = .nufacturer will need to provide evidence that the medicine meets all the necessary Australian
r¢  ‘ato.. ~quirements to be supplied as a medicine.

Fc . information, see Section 14. Medical devices incorporating a medicine and Section 15. Medical devices

‘tainiag materials of animal, microbial or recombinant origin.
The work undertaken by the manufacturer could involve, but is not restricted to:

e evidence to demonstrate that the ‘substance-device combination’ works together as intended (for example,
device specific tests to establish drug elution profile, coating integrity, device performance, degradation,
particulate release)

e evidence of stability of the medicinal substance establishing that ‘substance’ incorporated in the device
remains stable during manufacturing, transportation and storage (for example, sustained activity of
regulated substance, evidence of tracking relevant characteristics during storage)
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e evidence that the medicinal substance to be incorporated meets current relevant Australian regulatory
requirements. The device manufacturer should include evidence of quality of manufacture and safety of the
medicinal substance.

From the Therapeutic Goods (Medical Devices) Regulations 2002—Schedule 1, Part 2

7.5 Minimisation of risks associated with leaching substances
A medical device must be designed and produced in a way that ensures that any risks

associated with substances that may leach from the device are minimised.

7.5 Minimisation of risks associated with leaching substances

This Essential Principle deals specifically with leaching, which in this context means the removal of *~es  hle
contents of a medical device by running water, another liquid or body fluids, leaving the insolub’ pec aon vehind
and related to the use of the device. Examples of leachables are:

e additives

e sterilant residues

e process residues

e degradation products
e solvents

e plasticisers

e lubricants

e colouring agents

o fillers

® monomers

The design and production processes ¢*  .ld ta. _ into account the outcomes or conclusions from a well-
reasoned and documented risk ~naly. tha .asidentified and analysed the significance of any foreseeable
effects of a substance that could l© -h. 4 medical device and the effects it could have on users of the device
and other people who may con in. ontact with the device, during the intended use of the device as specified
in the Instructions for Use.

Please note: Thisisd ~rer ‘rom Essential Requirement 7.5 in the European Essential Requirements,
which deals sy cali,  .n leaking—the escape, entry, or passage of something through a breach or

flaw.

The wor - unuer* «en by the manufacturer could involve, but is not restricted to:
o vell usoned and documented risk analysis addressing issues such as:

- . ves the medical device come into contact with water or another liquid?
Does the medical device contain any substances capable of leaching?
- Are any of the substances that are capable of leaching from the device hazardous to humans?
- Isthe concentration of the leached hazardous substances like to approach the limit for toxic effects?
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e biological evaluation including testing. ISO 109934 can provide further guidance on this, but is not a
mandatory standard that must be used

e invivo toxicokinetic studies where relevant. ISO 109933 Part 16 and 17 can provide further guidance on this,

but is not a mandatory standard that must be used

e invitro testing of the medical device (for example, assessing the kinds and levels of compounds leached from

the medical device by physiologic media that contacts the device during normal use, such as blood).

From the Therapeutic Goods (Medical Devices) Regulations 2002—Schedule 1, Part 2

7.6 Minimisation of risks associated with ingress or egress of substances

A medical device must be designed and produced in a way that ensures that anv
risks associated with unintentional ingress of substances into, or unintentic ..
egress of substances out of, the device are minimised, having regard to the  * urv
of the environment in which the device is intended to be used.

7.6 Minimisation of risks associated with ingress or egress of substances

For the purposes of this Essential Principle, unintentional ingress means subst-nce.  at are not intended to
enter the device and unintentional egress means substances that are notinten.  *- cave the device.

The work undertaken by the manufacturer could involve, but is not rest: .ted * :

e awell-reasoned and documented risk analysis

1

e apreclinical study evaluating the biological safety of tt.  ‘evi

e Dbiological evaluation including testing. ISO 10993 can ‘ov. ‘urther guidance on this, but is not a
mandatory standard that must be used

e invitro testing of the medical device (for exan.  assessing the kinds and levels of compounds leached from

the medical device by physiologic mediat+ -on. :sthe device during normal use, such as blood).

Principle 8—Infection and microbial .o  t? .dnation

From the Ther ceut. “oor (Medical Devices) Regulations 2002—Schedule 1, Part 2

8.1 Minimisa* »1.  visk of infection and contamination

1. Ame. ~ldevice mustbe designed and produced in a way that ensures that the
_ f1. .ection to a patient, a user, or any other person, is eliminated or
min ised.
Z. _ device must be designed in a way that:

a. allows itto be easily handled; and
b. if appropriate, minimises contamination of the device or specimen by the
patient, user or other person by the device or specimen.

R 1. 1isation of risk of infection and contamination
. work undertaken by the manufacturer could involve, but is not restricted to:

e awell-reasoned and documented risk analysis

e compliance with the MDSO (Standards for Medical Devices Required to be Sterile)

41S0 10993 is a multi-part standard for the biological evaluation of medical devices. Each part covers a different aspect of the
evaluation.
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e sterilisation validation reports, bioburden data and evidence demonstrating the control of tissue of animal
origin

e preservative efficacy reports for multi-dose, preserved medical devices (for example contact lens solutions)
to demonstrate effectiveness of the preservative system, and to verify the expiry date and the open (in-use)
shelf life assigned to the device

e verification of the integrity of the packaging system for medical devices packaged in a manner that
minimises the risk of in-use microbial contamination, to verify the expiry date and the open (in-use) she!f life
assigned to the device

e ifthe device is to be reprocessed, manufacturers must include instructions for the reprocessing in th
Instructions for Use—for more information please see Essential Principle 13.4: Instructions for use

From the Therapeutic Goods (Medical Devices) Regulations 2002—Schedule 1, ar 2

8.2 Control of animal, microbial or recombinant tissues, tissue derivative: 'S a...
other substances

1. This clause applies in relation to a medical device that conta.

a. Tissues, tissue derivatives, cells or substances of anin..  rig.n that have
been rendered non viable; and
b. tissues, tissue derivatives, cells or substance:  mic. _tal or recombinant

origin.

2. Ifthe tissues, tissue derivatives, cells or s» “Ce. vriginated from animals,
the animals must have been subjec’~d tc npr. riate veterinary controls and
supervision, having regard to the ir.  de. of the tissues, cells or
substances.

3. Ifthe medical device contains tiss ~ * ;sue derivatives, cells or substances of
animal origin, a record » st be kept u1 the country of origin of each animal
from which the tissues, ti.  ~ derivatives, cells or substances originated.

4. The processing, prese ‘ioi. sting and handling of tissues, tissue derivatives,
cells or substances  a'. ' microbial or recombinant origin must be carried
out in a way that ensv < he highest standards of safety for a patient, the user
of the device, .. arv uwer person.

5. Inpart’ alar, 'ep duction process must implement validated methods of
eliminat. o1 . .ctivation, in relation to viruses and other transmissible
agen*

8.2 Control of animal aic. )ial or recombinant tissues, tissue derivatives, cells and other substances
The work under. aby _manufacturer could involve, but is not restricted to:

e evidence thev. .ous controls, supervisory procedures, records and processing requirements

- fara...na’ ,ources Conformity Assessment Standards Order No. 2 and ISO 224425 can provide further
5 'alice on this, but are not mandatory standards that must be used

o ‘ding sufficient detail in the sourcing, handling and manufacturing process to demonstrate minimisation
of ti.e risk of transmitting Transmissible Spongiform Encephalopathies (TSEs)—refer to the TGA guidelines
vailable on the TGA website in relation to minimising the risk of transmitting TSEs

e for microbial and recombinant sources, detailing the materials used in the manufacturing process including
confirmation or not of those materials that are known to be sourced from both animal and non-animal
sources.

51S0 22442 is a multi-part standard for medical devices utilising animal tissues and their derivatives. Each part covers a different
aspect of the evaluation.
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From the Therapeutic Goods (Medical Devices) Regulations 2002—Schedule 1, Part 2

8.3 Medical devices to be supplied in a sterile state

1. This clause applies in relation to a medical device that is intended by the
manufacturer to be supplied in a sterile state.

2. The device must be designed, produced and packed in a way that ensures that
the device is sterile when it is supplied, and will remain sterile, if stored and
transported in accordance with the directions of the manufacturer, until the
protective packaging is opened or damaged.

3. The device must be produced and sterilised using an appropriate validated
method.

4. The device must be produced in appropriately controlled conditions.

8.3 Medical devices to be supplied in a sterile state
The work undertaken by the manufacturer could involve, but is not restricted to:

e compliance with the appropriate clean room standards for the manufacturing pr  ‘ses  which the device
is manufactured

e compliance with packaging standards and/or results of package strength . in* -_rity testing, as
appropriate for the device

e protocols for validation of the sterilisation cycle in accordance with - _cific standards for the
sterilisation method used and reports of testing to demonstrz' .« vliance with the protocols and
acceptable outcomes of the validation process. Medica! =vic “tar ards Order No. 3 can provide further
guidance on this, but is not a mandatory standard order  *n..._.oe used.

From the Therapeutic Goods (M- dical Dev.. , Regulations 2002—Schedule 1, Part 2

8.4 Medical devices to be supplie.  a non sterile state

1. Amedical deviceth 1s  °maed by the manufacturer to be supplied in a non-
sterile state must be ¢ ok uin a way that ensures that the device maintains the
level of clean)’ _.s sti, _.ated by the manufacturer.

2. Ifthed 7ice inte .ed to be sterilised before itis used, the device must be
packedi- wc.  at:

a. ures .atthe risk of microbial contamination is minimised; and
b. is ‘table, having regard to the method of sterilisation that the
aLdfacturer indicates is to be used for the device.

2. uevice must be produced in appropriately controlled conditions.

8.4 Medica” d¢* s to be supplied in a non-sterile state
Th~we  inde  .ken by the manufacturer could involve, but is not restricted to:

[ 'plic .ice with the appropriate standards for air quality of the manufacturing premises in which the device
1S, aufactured

e _ompliance with packaging standards and/or results of package strength and integrity testing, as
appropriate for the device, to ensure that the initial cleanliness of the device prior to sterilisation is
maintained

e results of studies demonstrating that the packaging can withstand the sterilisation process, and/or is
permeable to the sterilising agent, and capable of maintaining sterility for a defined period after the
sterilisation process.
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From the Therapeutic Goods (Medical Devices) Regulations 2002—Schedule 1, Part 2

8.5 Distinction between medical devices supplied in sterile and non-sterile state

If a medical device is supplied in both a sterile state and a non-sterile state, the
information provided with the device must clearly indicate whether the device is
in a sterile state or a non sterile state.

8.5 Distinction between medical devices supplied in a sterile and non-sterile state
The work undertaken by the manufacturer could involve, but is not restricted to:

e thelabelling and Instructions for Use provided with the sterile and non-sterile device must clearly. ‘catc.n
which state the device is supplied

e labelling should be in compliance with Essential Principle 13.

Principle 9—Construction and environmental properties

From the Therapeutic Goods (Medical Devices) Regulations 200? -Sc. ‘'ule 1, Part 2

9.1 Medical devices intended to be used in combination witt "her icesor
equipment

A medical device that is intended by the manufact -~rtr ,e used in combination
with another medical device or other equipn»  “in.  .ing a connection system)
must be designed and produced ina way th en: ‘esthat:

a. themedical device, and any oti. e . equipment with which it is
used, operate in a safe way; a

b. the intended performance of d /.ce, and any other device or
equipment with wb* ™ itis useaq, s not impaired.

9.1 Medical devices intended to be used ir .o  inacdion with other medical equipment
The work undertaken by the manufactur~rco: '’ wvolve, but is not restricted to:

e well-reasoned and documer*edr -an. /sis considering all the other devices meant to be used for the
intended purpose of the devi-

e documenting how thedc¢  =is a.signed for use with other medical devices and evidence of appropriate
testing procedures th~*de.  sstrate that the combination of medical devices allows all medical devices to
operate safely and’ 1. tany impairment to the intended performance

e addressingt.  :sec. _..e device in combination with another medical device as part of the clinical evidence

e providir | ull the ...rormation for the use of the device in combination with another medical device as a part
of hel «c. ns for Use

o rn. ‘cal electrical systems, I[EC 60601-1-16 can provide further guidance, but is not a mandatory
dar « that must be used

6 IEC 60601-1-1 is a standard relating to medical electrical equipment and safety requirements for medical electrical systems.
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From the Therapeutic Goods (Medical Devices) Regulations 2002—Schedule 1, Part 2

9.2 Minimisation of risks associated with use of medical devices

A medical device must be designed and produced in a way that ensures that, as far
as practicable, the following risks are removed or minimised:

a. therisk of injury arising from the physical features of the device;

b. any risks associated with reasonably foreseeable environmental
conditions;

c. therisk of reciprocal interference involving other devices that are normally
used in an investigation or treatment of the kind for which the device is
intended to be used;

d. any risks arising if maintenance or calibration of the device is not possible,

e. any risks associated with the ageing of materials used in the device;

f. any risks associated with loss of accuracy of any measuring or cont !
mechanism of the device;

g. therisk of fire or explosion occurring during normal use of t* dc =, and
in the event of a single fault condition, especially if the dev ..  ‘ntended to
be exposed to flammable substances or substances that.  -au.e
combustion;

h. the risks associated with disposal of any waste st *an

9.2 Minimisation of risks associated with the use of medical device

The design and production processes should take account of the ¢ .c.  2s or conclusions from a well-reasoned
and documented risk analysis that has identified and analy 1th ign cance of any of the listed foreseeable
risks when the device is used.

For each risk, the analysis should list all potential causesz ' de <. mine the probability and severity of their
occurrence. Risk-mitigation strategies should th- ~ be exam..._u and tested.

The most common way to demonstrate compliance  “h the Essential Principles is to meet a standard published
by an Australian or International Standards A .a . .armacopoeia, or a similar standard.

More information on risk management and sc2* d7 ‘us is available in the Overview of this section.
The work undertaken by the manufac rer » uld involve, but is not restricted to:

e awell-reasoned and docume: d1. _.nalysis
e documented compliance  -onsiueration of relevant product safety and performance standards

Principle 10—Medi ... vices with a measuring function

m the r'herapeutic Goods (Medical Devices) Regulations 2002—Schedule 1, Part 2

10 .edical devices with a measuring function

1. A medical device that has a measuring function must be designed and produced
in a way that ensures that the device provides accurate, precise and stable
measurements within the limits indicated by the manufacturer and having
regard to the intended purpose of the device.

2. The measurement, monitoring and display scale of the device must be designed
and produced in accordance with ergonomic principles, having regard to the
intended purpose of the device.

3. The measurements made by the device must be expressed:

a. in Australian legal units of measurement; or

b. if the device measures a physical quantity for which no Australian legal
unit of measurement has been prescribed under the National Measurement
Act 1960, in units approved by the Secretary for the particular device.
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How to demonstrate compliance

Essential Principle 10 only applies to medical devices with a measuring function (as defined in Regulation 1.4).
Other kinds of measurement are not covered by Essential Principle 10. For examples and details please see
Section 4. Classification of medical devices.

The device must perform a measuring function that provides an absolute quantitative measurement (legal units
or reference to a fixed reference) of a physiological/anatomical parameter (or energy/substance
delivered/removed from the body) in which the accuracy is critical for the intended purpose of the device.

Manufacturers are expected to consider product specific standards, pharmacopeial monographs, and applic: -
guidance documents in order to ensure the device is designed and produced in an appropriate way. For exar.

the manufacturer of a measuring cup or spoon might refer to the relevant pharmacopeial monographine " rto
determine the specification and accuracy of the device. Manufacturers may also refer to production prr - ss
controls that ensure the measuring function is accurate and reliable. This will usually involve calibratio.  -ainst
an appropriate reference standard.

Ergonomic principles concerned with how a user of the device interprets the outputs from tha d. = ad uses
the device must be incorporated in the design and production processes for the device. Th: ... ility standards:
IEC 62366: Medical devices—Application of usability engineering to medical devices, and 2060 +-1-6: Medical
electrical equipment—Part 1-6: General requirements for basic safety and essential pei. ma, —Collateral
standard: Usability is directly relevant to Essential Principle 10(2).

The measurement outputs must be in Australian legal or otherwise approved = ‘s.

Principle 11—Protection against radiation

From the Therapeutic Goods (Medical Devices) R “ious 2002—Schedule 1, Part 2

111 Minimisation of exposure to radic 0

A medical device must be desigr  ar.  ~oduced in a way that ensures that
the exposure of a patient, the use. ay other person, to radiation is
minimised, having reg.  *o the levels of radiation required to enable the
device to perform its ther. utic and diagnostic functions and the intended
purpose of the devic

11.1 Minimisation of exposure to r .ation
This Essential Principle is intenue " to all forms of radiation.

Australian and international <t ada.  related to radiation exposure limits and other applicable legislation (for
example, Australian Radiatioi.  otection and Nuclear Safety Agency (ARPANSA) and Australian
Communications and M ‘ut. urity (ACMA) requirements and state/territory radiation protection legislation)
are also relevantto Es: 1tia rinciple 11.

The work undert 1 by une manufacturer could involve, but is not restricted to:

e awell-r ..er~d aud documented risk analysis

e _evi® ~cec” ppropriate testing to confirm the design and production decisions resulting from the risk
raly.

ev. ace of appropriate radiation shielding
e here can I find more information?

o ARPANSA: <http://www.arpansa.gov.au>

o ACMA: <http://www.acma.gov.au>

e additional information is also provided in Section 13. Active medical devices.
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From the Therapeutic Goods (Medical Devices) Regulations 2002—Schedule 1, Part 2

11.2 Medical devices intended to emit radiation

1. This clause applies in relation to a medical device that is intended by the
manufacturer to emit hazardous levels of visible or invisible radiation because
the emission is necessary for a specific medical purpose, the benefit of which is
considered to outweigh the risks inherent in the emission.

2. The device must be designed and produced in a way that ensures that the user
can control the level of the emission.

3. The device must be designed and produced in a way that ensures the
reproducibility and tolerance of relevant variable parameters.

4. If practicable, the device must be fitted with a visual indicator or an audible
warning, or both, that operates if potentially hazardous levels of radiatio
emitted.

11.2 Medical devices intended to emit radiation
The work undertaken by the manufacturer could involve, but is not restricted to:

e awell-reasoned and documented risk analysis

e demonstrating that appropriate control and indicator mechanisms h~  oeel. . .corporated into the device to
ensure the operational consistency of variable parameters relevant. the nission of the radiation and the
operation of the device

e evidence of appropriate testing to confirm the design 2= 'prc cti 1 decisions resulting from the risk
analysis.

From the Therapeutic Goods (M- dical Dev.. , Regulations 2002—Schedule 1, Part 2

11.3 Minimisation of exposure  “nintended radiation

A medical devicem ,t  “=signed and produced in a way that ensures that
the exposure of a pati at uie user, or any other person, to the emission of
unintended, s* ./ or s__.ctered radiation is minimised.

11.3 Minimisation of exposur 1. nintended radiation
The work undertaken by the.  ~ufacturer could involve, but is not restricted to:

e awell-reasoned ar do. nented risk analysis

e evidenceof. -opri..ctesting to confirm the design and production decisions resulting from the risk
analysis

com the Therapeutic Goods (Medical Devices) Regulations 2002—Schedule 1, Part 2

11.4 Operating instructions

The operating instructions for a medical device that emits radiation must
include detailed information about the following matters:

a. the nature of the radiation emitted;

b. the means by which patients and users can be protected from the
radiation;

c. ways to avoid misusing the device;

d. ways to eliminate any risks inherent in the installation of the device.
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11.4 Operating instructions
The work undertaken by the manufacturer could involve, but is not restricted to:

e awell-reasoned and documented risk analysis

e the Instructions for Use for the device must include particular information about the emitted radiation,
appropriate protection measures, foreseeable misuse of the device and eliminating foreseeable risks arising
from the installation of the device

From the Therapeutic Goods (Medical Devices) Regulations 2002—Schedule 1, Part 2

11.5 Medical devices intended to emit ionising radiation—additional requirements

1. This clause applies, in addition to clauses 11.1 to 11.4, in relation to a
medical device that is intended by the manufacturer to emit ionising
radiation.

2. The device must be designed and produced in a way that ensures “at,
practicable, the quantity, geometry and energy distribution (e= ua 1 of
radiation emitted can be controlled and varied, having rega1 .. e
intended purpose of the device.

3. If the device is intended to be used for diagnostic radic. 7, t. device must
be designed and produced in a way that ensuresth  wh:.  .sed in relation
to a patient for a purpose intended by the manr* -tu.

a. the device achieves an appropriate im <= or atput quality for that
purpose; and
b. the exposure of the patient, ort” :us to radiation is minimised.

4. Ifthe device is intended to beuse  ri.  .peutic radiology, the device must

be designed and producedina 1y . *ensures that the delivered dose of
radiation, the type and energy ¢ = adiation beam and, if appropriate, the
energy distribution c. = radiation beam, can be reliably controlled and
monitored.

11.5 Medical devices intended to emit ionis ‘g -adiation—additional requirements
The work undertaken by the manufac rer - uld involve, but is not restricted to:

e awell-reasoned and docume.  dr1.. analysis

e evidence of appropriate ing to confirm the design and production decisions resulting from the risk
analysis

Principle 12— M~d. 'd vices connected to or equipped with an energy source

Australian and it. .« ~t'nal standards related to electromedical safety, electromagnetic compatibility, medical
device softw  :and a.dve implantable medical devices are also relevant to Essential Principle 12.

Stand .cr's ti..c m s provide further guidance, but are not mandatory standards that must be used include:

o C. 6. 1:afamily of standards relating to the safety and performance of medical electrical equipment
[EC .2304: Medical device software—Software life cycle processes

e  ASISO9918: Capnometers for use with humans—Requirements

e ASISO9703: Anaesthesia and respiratory care alarm signals

e SO 5356: Anaesthetic and respiratory equipment

Additional information on active medical devices is provided in Section 13. Active medical devices.

Australian Regulatory Guidelines for Medical Devices, Section 3. The Essential Page 56 of 337
Principles
V1.1 May 2011



From the Therapeutic Goods (Medical Devices) Regulations 2002—Schedule 1, Part 2

12.1 Medical devices incorporating electronic programmable systems

A medical device that incorporates an electronic programmable system must
be designed and produced in a way that ensures that:

a. the performance, reliability, and repeatability of the system are
appropriate for the intended purpose of the device; and

b. any consequent risks associated with a single fault condition in the system
are minimised.

12.1 Medical devices incorporating electronic programmable systems
The work undertaken by the manufacturer could involve, but is not restricted to:

e awell-reasoned and documented risk analysis
e evidence of appropriate testing to confirm the design and production decisions res: 7 fre . therisk

analysis

From the Therapeutic Goods (Medical Devices) Regulations ” “2—  .edule 1, Part 2

12.2 Safety dependent on internal power supply

1. This clause applies in relation to a medical devi. €* : safety of a patient on

whom the device is to be used will depen .. > internal power supply for the
device.

2. The device must be fitted withame. o1 . _crmining the state of the power
supply.

12.2 Safety dependent on internal power supp._

This Essential Principle only applies if the saf ., the jatient will depend on the internal power supply for the
device. If that is the case, there should be so. .e- 01 .iindication (if it is possible) on the device showing the state
of the internal power supply. Moreover "~ :re 4ld be visual and/or audible alarms, if the state of the internal
power supply goes below a certainra e.

The work undertaken by the mar.  *ct..  could involve, but is not restricted to:

e addressing the safety iss  asa p .t of the risk analysis and indicating what control measures are in place to
reduce the risk

e documentinc-how =vi .alindication showing state of the internal power supply and alarms are designed
and tested a.  «art .. .ie technical documentation

e providir , .ofarmaaon about the visual indication of the internal power supply and alarms as a part of the
Ir ‘ruc .Ju Use

From the Therapeutic Goods (Medical Devices) Regulations 2002—Schedule 1, Part 2

12.3 Safety dependent on external power supply

1. This clause applies in relation to a medical device if the safety of a patient on
whom the device is to be used will depend on an external power supply for the
device.

2. The device must be fitted with an alarm system that indicates whether a power
failure has occurred.
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12.3 Safety dependent external power supply

This Essential Principle only applies if the safety of the patient will depend on the external power supply for the
device. For example, if there is an external power supply to a ventilator or anaesthetic machine and a power
failure occurs, there should be visual and audible alarms.

External power supplies include:

e electrical

battery powered

e gaspowered

®  pneumatic

e liquid or solid fuels

The work undertaken by the manufacturer could involve, but is not restricted to:

e addressing the safety issue as a part of the risk analysis and indicating what contra .. -urcs are in place to
reduce the risk to the patient

e documenting how the visual and audible alarms are designed and tested a- 2 po.  fthe technical
documentation

e providing information about the visual and audible alarms as a part “the istructions for Use

From the Therapeutic Goods (Medical Devi~es)  gul. ons 2002—Schedule 1, Part 2

12.4  Medical devices intended to moni**  ‘nica: parameters

A medical device that is intended . > manufacturer to be used to monitor
one or more clinical par  eters of a patient must be fitted with an appropriate
alarm system to warn the  rif a situation has developed that could lead to
the death of the patie  -as :re deterioration in the state of the patient’s
health

12.4 Medical devices intendes” ton 1ito :linical parameters

Medical devices that monitor vo=1.  ns i cardiac performance, respiration and activity of the nervous system
are relevant examples for thi- * ssen. . Principle.

The work undertaken by~ m. facturer could involve, but is not restricted to:

e aspartofthe rick. ~lve | indicating what control measures are in place to reduce the risk to the patient if
the variatior.  any puysiological parameters monitored are of a kind that could result in immediate danger
to the patient

e J .um .g ow thealarm system is designed and tested as a part of the technical documentation
o -ovi 7 information about the alarm system as a part of the Instructions for Use

1Ex  u601-1-87 can provide further guidance, but is not a mandatory standard that must be used.

71EC 60601-1-8 is a standard relating to medical electrical equipment and general requirements, tests and guidance for alarm
systems in medical electrical equipment and medical electrical systems.
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From the Therapeutic Goods (Medical Devices) Regulations 2002—Schedule 1, Part 2
12.5 Minimisation of risk of electromagnetic fields

A medical device must be designed and produced in a way that ensures that the
risk of an electromagnetic field being created that could impair the operation of
other devices or equipment being used in the vicinity of the medical device is
minimised.

12.5 Minimisation of risk of electromagnetic fields
The work undertaken by the manufacturer could involve, but is not restricted to:

e awell-reasoned and documented risk analysis

e evidence of appropriate testing to confirm the design and production decisions resulting fr¢ (t* _ r’sk
analysis

From the Therapeutic Goods (Medical Devices) Regulations 2002—S~ .. ~1,Part2
12.6  Protection against electrical risks

A medical device must be designed and produced in a way -t e.sures that, as
far as possible, when the device is installed correctly, . 'tk . .evice is being
used for an intended purpose under normal cond” .nsc¢ e and in the event
of a single fault condition, patients, users, and 2 otk - persons, are protected
against the risk of accidental electric shock.

12.6 Protection against electrical risks
The work undertaken by the manufacturer could involve,  tis . crestricted to:

e awell-reasoned and documented risk analy:

e evidence of appropriate testing to confirm*~ ~de.  1and production decisions resulting from the risk
analysis

From the Therapeut’ coo~ (Medical Devices) Regulations 2002—Schedule 1, Part 2
12.7  Protec.c ~ay .nechanical risks

Amecd a1 -ice mustbe designed and produced in a way that ensures that a
pati the user, and any other person, is protected against any mechanical
»* <a. ciated with the use of the device.

12.7 Protection  ‘ins...cchanical risks
The work un .take.. _y the manufacturer could involve, but is not restricted to:

e a veflli_sor dand documented risk analysis

o ‘der. of appropriate testing to confirm the design and production decisions resulting from the risk
o sis

From the Therapeutic Goods (Medical Devices) Regulations 2002—Schedule 1, Part 2
12.8  Protection against risks associated with vibration

1. A medical device must be designed and produced in a way that ensures that
any risks associated with vibrations generated by the device are minimised.

2. Ifvibrations are not part of the intended performance of the device, particular
attention must be given to relevant technical progress, and the available means,
for limiting vibrations, particularly at source.
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12.8 Protection against risks associated with vibration

The work undertaken by the manufacturer could involve, but is not restricted to:

e awell-reasoned and documented risk analysis

e evidence of appropriate testing to confirm the design and production decisions resulting from the risk
analysis

From the Therapeutic Goods (Medical Devices) Regulations 2002—Schedule 1, Part 2

12.9  Protection against risks associated with noise
1. A medical device must be designed and produced in a way that ensures that
any risks associated with noise emitted by the device are minimised.
2. Ifnoise is not part of the intended performance of the device, particular
attention must be given to relevant technical progress, and the availabl v ar
for reducing the emission of noise, particularly at source.

12.9 Protection against risks associated with noise

The work undertaken by the manufacturer could involve, but is not restricted to:

e awell-reasoned and documented risk analysis of the significance of anv foir - Jie noise emitted by the
device, either intentional or unintentional

e evidence of appropriate testing to confirm the design and prodi1*~*io.. sions resulting from the risk
analysis

From the Therapeutic Goods (Medical De _.c. ‘“egulations 2002—Schedule 1, Part 2

12.10 Protection against risks Aassociatec ( terminals and connectors

A medical device thatis. ‘nded by the manufacturer to be connected to an
electric, gas, hydraulic nne  atic or other energy supply must be designed
and producedinav y  *ewsures that any risks to the user associated with
the handling of a te.ar 1a _r connector on the device, in relation to the energy
supply, are mi-  ise.

12.10 Protection againstrisk=a  ciaced with terminals and connectors

The work undertaken by the nufaccurer could involve, but is not restricted to:

e awell-reasoned ar uc  meuted risk analysis

e evidence of op:. . cesting to confirm the design and production decisions resulting from the risk
analysis

" .om the Therapeutic Goods (Medical Devices) Regulations 2002—Schedule 1, Part 2

12.11 Protection against risks associated with heat

during normal use, any accessible part of the device (other than any part
intended by the manufacturer to supply heat or reach a given temperature),
and any area surrounding an accessible part of the device, does not reach a
potentially dangerous temperature.

, ] A medical device must be designed and produced in a way that ensures that,
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12.11 Protection against risks associated with heat

The work undertaken by the manufacturer could involve, but is not restricted to:

a well-reasoned and documented risk analysis

evidence of appropriate testing to confirm the design and production decisions resulting from the risk
analysis

From the Therapeutic Goods (Medical Devices) Regulations 2002—Schedule 1, Part 2

12.12 Protection against risks associated with administration of energy or
substances

1. This clause applies in relation to a medical device that is intended by the
manufacturer to be used to administer energy or a substance to a patier
2. The device must be designed and produced in a way that ensures that:

a. the delivered rate and amount of energy, or of the substance 1. set
and maintained accurately to ensure the safety of the patic . A tt.c user;
and

b. asfaras possible, the accidental release of dangerou. 7el. “energy or of
the substance is prevented.

3. The device must be fitted with a means of indica*" | or, .. ppropriate,
preventing inadequacies in the rate and amour fer; gy, or of the substance,
administered that might cause danger to the nac _1e user or any other
person.

4. The functions of each control and = “ica. ar e device mustbe clearly
specified on the device.

5. Iftheinstructions for the operati  of1  Jevice, or the operating or
adjustment parameters for the dev .re displayed by means of a visual
system incorporated int. e device, the instructions or parameters must be
able to be understood bv ti.  <er and, if appropriate, the patient.

12.12 Protection against risks associa*~dw % .dministration of energy or substances

The work undertaken by the ma~ufac rer' uld involve, but is not restricted to:

7

a well-reasoned and docun=1.  'risx analysis
ensuring that operationa. “ormation displayed by the device is clearly understandable

evidence of appro; ate sting to confirm the design and production decisions resulting from the risk
analysis

“+roni the Therapeutic Goods (Medical Devices) Regulations 2002—Schedule 1, Part 2

2.13  Active implantable medical devices
1. An active implantable medical device must display a code that can be used to

identify:
) a. the type of device; and

b. the manufacturer of the device; and
c. theyear of manufacture of the device.

2. The code must be able to be read without the need for surgery to the person in
whom the device is implanted.
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12.13 Active implantable medical devices
The format of the code is determined by the manufacturer.

One way to display this code is to inscribe the device using radio-opaque materials that can be viewed on an x-
ray of the patient. For example, to enable medical staff to re-program a patient’s implantable pacemaker in an
emergency situation, an x-ray of the patient can be taken to read the radio-opaque code shown on the
pacemaker, and this code can be used to determine the make and model of a suitable programming device.

The work undertaken by the manufacturer could involve, but is not restricted to:

e documenting how a unique code is assigned to the device
e documenting how the code is affixed to the device during manufacture

e documenting how the code can be read without the need for surgery (possibly as part of the Instruc. < for
Use)

e producing technical drawings showing the artwork for the code on the device

Principle 13—Information to be provided with medical devices
From the Therapeutic Goods (Medical Devices) Regulations 20u  -Sc. zdule 1, Part 2

13.1 Information to be provided with medical device - gen._al
1. The following information must be provided ‘th ¢ 1edical device:
a. information identifying the device;
b. information identifying the r~anu -tur of the device;
c. information explaininghow . =se. _.evice safely;
having regard to the training andl >w: = of potential users of the device.
2. In particular:
a. theinformationre ‘red by clause 13.3 must be provided with a medical
device; and
b. ifinstructions r ot che device are required under subclause 13.4, the
information ..ie cir i.ed in subclause 13.4 (3) must be provided in those
instruct”  s.
3. Thei forr ‘ion
a. m —be, _videdin English; and
b. aay. >beprovided in any other language.
4. Th. +rmat, content and location of the information must be appropriate for
' de .1ce and its intended purpose.
A s number, letter, symbol, or letter or number in a symbol, used in the
.aformation must be legible and at least 1 millimetre high.
If a symbol or identification colour that is not included in a medical device
standard is used in the information provided with the device, or in the
instructions for use of the device, the meaning of the symbol or identification
colour must be explained in the information provided with the device or the
instructions for use of the device.

15.. General information to be provided with a medical device

The work undertaken by the manufacturer could involve, but is not restricted to:

e ensuring that the label, packaging, and Instructions for Use meet the information requirements

e copies of the label, packaging, and Instructions for Use should be kept with the documentation that a
manufacturer assembles and maintains to demonstrate compliance with the Essential Principles.
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For more information on labelling and Instructions for Use, please see Section 12. Information about a medical
device.

From the Therapeutic Goods (Medical Devices) Regulations 2002—Schedule 1, Part 2

13.2 Information to be provided with medical devices — location

1. Unless itis impracticable or inappropriate to do so, the information required
to be provided with a medical device must be provided on the device itself.

2. Ifitis not practicable to comply with subclause (1) in relation to the provision
of the information, the information must be provided:

a. on the packaging used for the device; or

b. inthe case of devices that are packaged together because individual
packaging of the devices for supply is not practicable — on the out~
packaging used for the devices.

3. Ifitis not practicable to comply with subclause (1) or (2) inrelat® ‘o ..
provision of the information required under subregulation 10 = (). 'ause
13.3, the information must be provided on a leaflet suppliec * .. e aevice.

4. Ifitis not practicable to comply with subclause (1) or (2* in. “tion to the
provision of the information required under clause 13.4, ~in. rmation must
be provided in a printed document or using other a,  ~or . e media.

13.2 Location of information to be provided with a medical device

The work undertaken by the manufacturer could involve, butisn® (¢ icted to:

e ensuring that the label, packaging and Instructions for t.  me. mformation requirements

e copies of the label, packaging and Instructions for Use. ~uli e kept with the documentation that a
manufacturer assembles and maintains to demonstrate  .pliance with the Essential Principles.

For more information on labelling and Instructions, 'Ise, please see Section 12. Information about a medical

device.

From the Therapeut’ o0od. _.iedical Devices) Regulations 2002—Schedule 1, Part 2

13.3 [ -mc .ctobeprovided with medical devices — particular
.eq.  ments

“he information mentioned in the following table must be provided
v .ctha medical device.

Item Information to be provided

1 The manufacturer’s name, or trading name, and address

2 The intended purpose of the device, the intended user of the
device, and the kind of patient on whom the device is
intended to be used (if this information is not obvious)

3 Sufficient information to enable a user to identify the device,
or if relevant, the contents of packaging

4 Any particular handling or storage requirements applying to
the device
5 Any warnings, restrictions, or precautions that should be

taken, in relation to use of the device

6 Any special operating instructions for the use of the device
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7 If applicable, an indication that the device is intended for a
single use only

8 If applicable, an indication that the device has been custom-
made for a particular individual and is intended for use only
by that individual or health professional

9 If applicable, an indication that:

a) ifthe device is a medical device other than an IVD
medical device—the device is intended for pre-
market clinical investigation; or

b) if the device is an IVD medical device—the devices is
intended for performance evaluation only

10 For a sterile device, the word ‘STERILE’ and informatior
about the method that was used to sterilise the device

11 The batch code, lot number or serial number of tt ice

12 If applicable, a statement of the date (expres~ ..  way that
clearly identifies the month and year) upto. °nti.e device
can be safely used

13 If the information provided with the .. "=~ .0es not include
the information mentioned in it _ (2 — . statement of the
date of manufacture of the dev = (tt may be included in
the batch code, lot numbe» -se .wumber of the device,
provided the date is cler y 1. itifiable)

14 If applicable, thew. “s‘i.  .portonly’

13.3 Particular requirements

The work undertaken by the manufacturer could inv <, but is not restricted to:

e ensuring that the label, packaging, and I tr .« s for Use meet the information requirements

e copies of the label, packagingand ” _.‘uctic..s for Use should be kept with the documentation that a
manufacturer assembles ar ' mai ains ) demonstrate compliance with the Essential Principles.

For more information on labell* g ! Instructions for Use, please see Section 12. Information about a medical
device.

From eT. -apeutic Goods (Medical Devices) Regulations 2002—Schedule 1, Part 2

. Instructions for use
Instructions for the use of a medical device must be provided with the device.
2. However, instructions for the use of a medical device need not be provided
with the device, or may be abbreviated, if:
a. thedeviceis a Class I medical device, a Class Ila medical device or a Class
\ 1 IVD medical device; and
b. the device can be used safely for its intended purpose without
‘ instructions.
3. Instructions for the use of a medical device must include information
mentioned in the following table that is applicable to the device.

Item Information to be provided

1 The manufacturer’s name, or trading name, and address
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10

11

12

13

14
15

16

The intended purpose of the device, the intended user of the device,
and the kind of patient on whom the device is intended to be used

Information about any risk arising because of other equipment
likely to be present when the device is being used for its intended
purpose (for example, electrical interference from electro-surgical
devices or magnetic field interference from magnetic resonance
imaging devices)

Information about the intended performance of the device and any
undesirable side effects caused by use of the device

Any contra-indications, warnings, restrictions, or precautions that
may apply in relation to use of the device

Sufficient information to enable a user to identify the device, o
relevant, the contents of packaging

Any particular handling or storage requirements applv’  to
device

1

If applicable, an indication that the device is inte
use only

ad. asingle

If applicable, an indication that the devic~ ™ s L custom-made
for a particular individual and is intenr d for se only by that
individual or health professional

If applicable, an indication that e dec ceis intended to be used
only for clinical or perfor.. ce - .gations before being
supplied

1

a) ifthedeviceisa. al device other than an IVD medical
device  the device 1s intended for pre-market clinical
investiga  “:or

b) ifth- -ice anIVD medical device — the device is
in” 17 :.  rperformance evaluation only

For asterile " e, the word ‘STERILE’ and information about the
mett ua ch?” was used to sterilise the device

Tra _e that is intended by the manufacturer to be supplied in a
S. 'estate:

a) anindication that the device is sterile; and
b) information about what to do if sterile packaging is
damaged; and

c) ifappropriate, instructions for resterilisation of the device
For a medical device that is intended by the manufacturer to be
sterilised before use — instructions for cleaning and sterilising the
device which, if followed, will ensure that the device continues to
comply with the applicable provisions of the Essential Principles

Any special operating instructions for the use of the device

Information to enable the user to verify whether the device is
properly installed and whether it can be operated safely and
correctly, including details of calibration (if any) needed to ensure
that the device operates properly and safely during its intended life

Information about the nature and frequency of regular and
preventative maintenance of the device, including information
about the replacement of consumable components of the device
during its intended life
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17 Information about any treatment or handling needed before the
device can be used

18 For a device that is intended by the manufacturer to be installed
with, or connected to, another medical device or other equipment
so that the device can operate as required for its intended
purpose — sufficient information about the device to enable the
user to identify the appropriate other medical device or equipment
that will ensure a safe combination

19 For an implantable medical device — information about any risks
associated with its implantation

20 For a reusable device:

a) information about the appropriate processes to allow  u- .
of the device (including information about cleanine
disinfection, packaging and, if appropriate, rester = ‘on of
the device); and

b) anindication of the number of times thede =n. be
safely reused

21 For a medical device thatis intended by the r-anu. “urer to emit
radiation for medical purposes — details of ti.  ~* €, type,
intensity and distribution of the radiati~  mitte.

22 Information about precautions that sh. 1+ taken by a patient
and the user if the performance - = levice changes

23 Information about preca.. ns. *<" ,uld be taken by a patient
and the user if it is reasor ‘reseeable that use of the device will

result in the patientoru -be  _ exposed to adverse
environmental rnditions

24 Adequate inform.  n about any medicinal product that the device
is designed t+ "mii. _er, including any limitations on the
substances 17 .. ~beadministered using the device

25 Inforr .on. datany medicine (including any stable derivative of
hunr 1blc 1orblood plasma) that is incorporated, or is intended
* be porated, into the device as an integral part of the device

25A Fo. medical device, other than an IVD medical device, information
about any tissues, tissue derivatives, cells or substances of animal
rigin that have been rendered non-viable, or tissues, cells or
substances of microbial or recombinant origin that are included in
the device

26 Information about precautions that should be taken by a patient
and the user if there are special or unusual risks associated with the
disposal of the device

27 Information about the degree of accuracy claimed if the device has a
measuring function

28 Information about any particular facilities required for use of the
device or any particular training or qualifications required by the
user of the device
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29 For an IVD medical device , information (including, to the extent
practicable, drawings and diagrams) about the following:

a) the scientific principle (the ‘test principle’) on which the
performance of the IVD medical device relies;

b) specimen type, collection, handling and preparation;

c) reagent description and any limitations (for example, use
with a dedicated instrument only);

d) assay procedure including calculations and interpretation
of results;

e) interfering substances and their effect on the performance
of the assay;

f) analytical performance characteristics, such as sensitivity,
specificity, accuracy and precision;

g) clinical performance characteristics, such as sensitivit 1 .

specificity;
h) reference intervals, if appropriate;
i) any precautions to be taken in relation to sut as .

materials that present a risk of infection

13.4 Instructions for use

The work undertaken by the manufacturer could involve, but is not restr’ .cd tn:

e ensuring that the label, packaging and Instructions for Use meet the 1. ation requirements

e copies of the label, packaging and Instructions for Use sk ~uld  ‘ke; with the documentation that a
manufacturer assembles and maintains to demonstrate  1p. - with the Essential Principles.

1

For more information on labelling and Instructions for Use 'ea: . ,ee Section 12. Information about a medical

device.

Principle 14—C(linical evidence

From the Therapeutic Gocds M _uical Devices) Regulations 2002—Schedule 1, Part 2

14 “linic evic 1ce
E  wi_ .cal device requires clinical evidence, appropriate for the use
.na  ssification of the device, demonstrating that the device complies
vith tne applicable provisions of the Essential Principles.

What does this - n.

The TGA expects ...  F>cturers to hold evidence that demonstrates that:

e theme  c»” riceachievesits intended purpose(s) during normal conditions of clinical use
e the ~wr .ad foreseeable clinical risks and any adverse effects have been minimised

. isk of using the medical device is acceptable when weighed against the benefits inherent in the intended
pui, ose(s)

e any clinical claims about the device’s performance and safety (for example on the label and the Instructions
for Use) are supported by clinical data

What does clinical evidence look like?

Clinical evidence may comprise:

e Full clinical study reports for the device in question used for the intended purpose(s) claimed, or reports for
a similar device with reasoned argument as to why the safety and performance of that device may be
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extrapolated to the device under assessment—paying particular attention to the intended purpose(s). Full
study reports means complete reports, not publications.

e Aliterature review for such devices used for similar intended purpose(s) as the device under assessment,
with a documented search strategy including databases searched, search terms used and any inclusion and
exclusion criteria applied, in sufficient detail to enable the search to be reproduced if desired. This
demonstrates an adequate review of current knowledge about a particular product or therapy in general.
Then a critical discussion of the papers revealed by the search must be undertaken with particular emphasis
on how the publications demonstrate safety and performance of the device under assessment for the
indications claimed (i.e. in terms of similarity, predicates, the actual device, etc.).

e Post-market data of the specific device under assessment, or a similar or predicate device. These dat  ay
include adverse event or complaint information, for example.

e Ifthere are no actual clinical data for the specific device, depending upon the nature of it, it~ ,  po. .ible
to provide a full clinical justification for why clinical evidence is either not required, or only ' .a" -
required. Typically, this involves referencing the performance of a predicate or similar ~rk.  device and
critically examining each change or difference in terms of materials, design, clinical >~ a.  heir likely

impact on safety and performance. If it can be established via contention thatthe < a. s made should not
pose any impact on safety and performance, a clinical justification can, in some c1.  msu.aces, suffice for
clinical evidence.

e Allclinical reports should contain a critical review of all data presented. ve. -~ :d by a ‘clinical expert’ who
should have appropriate clinical qualifications and experience to be < .c to pruvide an objective critical
review of the clinical data for the device that is the subject of the su| ‘issi 1. The appropriateness of this
expert will clearly vary depending upon the nature of the devic= * 0. | .ete curriculum vitae for such an
expert, or similar documentation, is also a necessary compor, 1to. e clinical evidence submission.

A properly developed risk analysis is crucial in determining~  *type of clinical data is required for a particular
device. An outcome of the analysis is the identification of i 7re  uial risks. The clinical data are expected to
quantify and address those risks.

How should the clinical evaluation be conductedw

The stages in performing a clinical evaluatior ar

1

e identification of any pertinent stand~=s ¢ .ae clinical data required to meet them

e objective appraisal of each# divi ald asetas described under clinical evidence above, in terms of its
relevance, applicability, qual® an.  _aical significance

e asubsequent analysis of  the a..(a sets, whereby conclusions are reached about the performance, safety
and presentational as=~<ts  belling, patient information and Instructions for Use) of the device. The
evaluation should ' ns. late the findings of all clinical data and explain why such data demonstrate
acceptables “e*v e »- ormance of the device under assessment.

If the manufacturer - 'udes there is insufficient clinical evidence to be able to declare conformity with the
Essential Pr* ..’ s, tne manufacturer will need to generate additional data (for example, conduct a clinical
inves” _atic .t Jaden the scope of literature searching) to address any deficiency. In this respect clinical
ev-'ual. car caniterative process.
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Overview of process for data generation and clinical evaluation

Need for clinical evidence

A 4

Data generation

e Literature searching and/or
e (linical experience and/or
e (linical investigation data

Clinical data

e Literature searching and/or
e (linical experience and/or
e (linical investigation data

A 4

Clinical evaluation

e Analysisoftheclir ar. =
e C(Conclusions about ~» ;xsand
benefits

v

Clinicai e dr 1ce

e« (lin® aldata
7 cal evaluation report

L

A 4

Inclusion of clinical evidence in the
technical documentation
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What sources of clinical data can I use?

Data generated during a clinical investigation program for the device, including:

e data from all formal clinical trials carried out using finished products

e any other experimental use in humans using prototype devices or components for the purpose of developing
or investigating their safety and performance

Please note: There is no requirement that clinical trials should be done in Australia.

Data from clinical experience, including:

e manufacturer-generated post-market surveillance reports, registries or cohort studies (which may  ~taiun
unpublished long-term safety and performance data)

e adverse events databases (held by either the manufacturer or regulatory authorities)

e data for the device in question generated from individual patients under Authorises  sci. ‘rand/or
Special Access Schemes (SAS) prior to marketing of the device

e details of clinically relevant field corrective actions (for example, recalls, notit.  ‘on., hazard alerts)

Data obtained from a review of the literature:

e specifically about the device in question—where available, this mus lwa be included in any review,
and/or

e for comparative and well established devices including ~lev. *pc -marketinformation. Adequate
justification should be provided to explain how data for. 1. _.evice can establish the safety and
performance of the device in question

For safety data, all reports, including individual ¢ -e reports ...d overviews relevant to the device should be
considered. This would include scientific reports . -uitable for assessment of performance due to poor trial
design or inadequate analysis but providing saf-=7a.  2bout the device.

How do I decide what type of data I can u.e”

The level and nature of the data consir” .ed i» a clinical evaluation should be appropriate to the use and
classification of the medical dev .e. T. daft -equirements will also vary according to the nature and clinical
application of the technology use. o1 _, che device.

Devices based on new or unjy  ‘en te .anology and those that extend the intended purpose of an existing
technology through a new ~lini  “1se must be supported with clinical investigation data.

Devices based or ane: ting :chnology and intended for an established and accepted use may rely on literature
review.

What are tb .ev elc..ents of a literature review?

Aliter auwre ey consists of the following components:

. cor.  'ation, using documented methodology, of the relevant currently available scientific literature
rdi.g the intended purpose of the device and the design features, consisting of:

- clinical study reports
review papers
- expert opinion

e areport, written by an expert in the relevant field, containing a critical appraisal of this compilation. Where
the review relies in part or wholly on data for a comparable device, the report should also clearly justify how
the devices described in the compiled literature are relevant to the safety and performance of the device in
question
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It is important that the published literature be able to establish the clinical performance and safety of the device
in question, and demonstrate a favourable risk profile.

A review must be supported by a detailed search of the literature, using a reproducible search strategy across a
range of appropriate scientific databases. The methodology should be documented in a written report.

The search output (that is, the citations) should be assessed against clearly defined selection criteria. The report
should also summarise how each citation did or did not fit the selection criteria for inclusion in the review.

When selecting papers to be included in the assessment of performance and safety, the following aspects should
be considered:

e the quality of the literature articles

e the design of any clinical trials reported in the paper
e the quality of the data reported in the literature

e the clinical significance of the results of those trials
The quality of the paper can be judged by assessing its:

e scientific impartiality

e the completeness of reporting

e clarity and logic of argument

o the validity of any conclusions drawn in the article

Where can clinical data be found?

Data relevant to the clinical evaluation may be:

e held by the manufacturer (for example, manufacturer. -~ >red pre- and post- market investigation reports
and adverse event reports for the devicein ¢, stion)

e in the scientific literature (for example, puk'*~he. ticles of clinical investigations and adverse event reports
for the device in question or for compar- 1e  ‘ices)

The manufacturer is responsible foride: [yin_ .ta relevant to the device and determining the type(s) and
amount of data needed for the clinica’ valv ion.

There may be situations where d. ~ns. _.ion of compliance with the Essential Principles is not possible
through evaluation of the pub!. .iea  ~ical data alone. This can occur because clinical data from clinical
investigation and/or the pub.  ~d literature are either lacking or are of poor quality and therefore not
sufficiently useful.

One option for tt ~rmar ~ct er will be to generate additional clinical investigation data by conducting a clinical
trial. Alternative:  *her rurms of data can be considered.

This can incl* e data .. om device usage registries, post-market investigations, surveillance and adverse event
repor*t In o. nce of any recent clinical data for simple devices of a traditional nature assessed to be low
ris'-an” ~fe, 2 Ltification as to why no clinical data is required.

wk = tle requirements for clinical trials?

are is no requirement that the dossier has to include clinical data generated from clinical trials conducted
w.  a Australia. However, where a trial of a new medical device is conducted in Australia, it must be conducted
in accordance with Australian legislative and regulatory requirements (at both Commonwealth and
state/territory level) and Australian ethical standards.

Clinical trials in Australia are conducted under either the Clinical Trial Notification (CTN) Scheme or the Clinical
Trial Exemption (CTX) Scheme. Further details can be found at <http://www.tga.gov.au>.

Australian ethical standards are determined by the National Health and Medical Research Council. The current

guidelines can be found at <http://www.nhmrc.gov.au>.
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Clinical trials conducted overseas are required to comply with relevant jurisdictional legislative and regulatory
requirements and must be in accordance with the principles of the Declaration of Helsinki.

Clinical trial design is an important consideration. The most desirable clinical trial design is a randomised,
double-blind, controlled trial. This design has the lowest risk of bias that could potentially contribute to the
outcomes observed in the trial. In cases where there are numerous published reports of such trials, it is possible
to focus on these trials at the expense of other studies, which, because of their design, will have higher levels of
bias.

However, it may be difficult to conduct double-blind studies with medical devices, particularly for implantab -
devices, or to use comparator groups. It is more likely in such cases that these studies have greater potential

bias and/or that there are few published reports available to support the review. In this case, almost all p~~ers
retrieved by the search will need to be assessed. The issue of potential duplication of data in different pa <.  -ill
need to be addressed.

What should a sponsor look for in the manufacturer’s technical dossier when checking to & reis
clinical evidence?

There should be a section in the technical dossier clearly labelled ‘Clinical Evidence’ that™ luc

e the clearly stated intended purpose(s) and application of the device
e identification of the Essential Principles relevant to the specific design of the a. e
e clinical data or justification as to why no clinical data are required

e aclinical evaluation report containing a comprehensive analysis of = ~cli- :al data relevant to the device,
authored by a clinical expert competent in the appropriate fiel”  1a. _ .o give an objective assessment of
the clinical data that are present

Where can I find more information?

v

The TGA recognises that a flexible, case-by-case approach .
discuss individual device requirements with the” "A.

_oe adopted so applicants are encouraged to

The Global Harmonization Task Force (GHTF), an in.  ~ational body that was established to achieve greater
uniformity between national medical device g  “ory systems has developed a comprehensive guidance
document on Clinical Evaluation: <http://w .v 1r . rorg/>. In addition to general guidance, the document
provides:

e apossible format for aliter .are rck eport

e apossible methodology fo: 'oc  enting the screening and selection of literature within a literature search
report

e some examplesto: 15 cith the formulation of criteria for data appraisal
e apossiblen. ,do. | praisal

e apossibl orma. _ra Clinical Evaluation Report
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Principle 15—Principles applying to IVD medical devices only
From the Therapeutic Goods (Medical Devices) Regulations 2002—Schedule 1, Part 2

15 Principles applying to IVD medical devices only

1. AnIVD medical device must be designed and manufactured in a way in which
the analytical and clinical characteristics support the intended use, based on
appropriate scientific and technical methods.

2. AnIVD medical device must be designed in a way that addresses accuracy,
precision, sensitivity, specificity, stability, control of known relevant
interference and measurement of uncertainty, as appropriate.

3. If performance of an IVD medical device depends in whole or part on the use of
calibrators or control materials, the traceability of values assigned to the
calibrators or control material must be assured through a quality manag.  at
system.

4. AnIVD medical device must, to the extent reasonably practicable  lua
provision for the user to verify, at the time of use, that the dev’  wi  ~rform
as intended by the manufacturer.

5. AnIVD medical device for self-testing must be designed -na  nuractured so
that it performs appropriately for its intended purpose, i~ .nto account the
skills and the means available to users and the inf' _.ice resulting from
variation that can reasonably be anticipated intt ser technique and

environment.

6. The information and instructions previde by t. manufacturer of an IVD
medical device for self-testing must. ~as, .1e user to understand and
apply.

7. AnIVD medical device for self-testi ™ ;¢ be designed and manufactured in a
way that reduces, to the ¢ ~nt practicavle, the risk of error in the use of the
device, the handling of the . nle and the interpretation of results.

15. The manufacturer must have evide _., as acinonstrated by appropriate testing protocols, that the IVD
medical device (IVD) performs - intc led.

There must be documented pre ec °s in place to ensure that values assigned to controls and calibrators can be
related to stated references* ‘ugh . chain of unbroken comparisons, thereby ensuring the ongoing accuracy of
these materials.

The design and constr tion crocess for an IVD medical device for self-testing needs to take account of the
foreseeable risk: ich . exist for, or be created by, the device when used as intended. This should consider
where the device . ‘*ended to be used, and by whom. Identified risks or hazards should be eliminated
wherever pe- ole. ai... methods established to alert and inform users of any residual hazards. Also, where
possik'», th = .. acturer of an IVD should consider a mechanism whereby the validity of a test result can be
corfirm ' ‘T'b’ .ust be simple to perform and interpret.

Fol ~e . rmation on IVD medical devices, please see the TGA website.
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Section 4. Classification of
medical devices

Overview

The medical devices regulatory framework has a classification system for medical devices. The detailed
legislation is in:

e 41BD of the Therapeutic Goods Act 1989 (the Act)
e Regulation 3.2 of the Therapeutic Goods (Medical Devices) Regulations 2002 (the Regulatio.
e Schedule 2 of the Regulations.

The classification levels are:

Classification Level of risk _

Class 1 low

Class I—supplied sterile low-r ..

Class [—incorporating a measuring function

Class Ila

Class IIb medium-high
Class 111 A high risk
Active implantable medical devices (© D) y high risk

The manufacturer is responsibl~ 1. 'etermining the classification of a device using a set of classification rules
based on the:

e manufacturer’sintex  ‘us f{the device

e level ofrisk’ ~rati  *< ,ers and other persons (the probability of occurrence of harm and the severity of
that harm)

e degreer .0 sivenessinthe human body

r

e _dur ‘onof .e

Ide: ldc ices may be classified differently if they are to be used in different parts of the body. This is why the
< .wu.  Jrer’s intended use of the device is so critical to determining the appropriate classification. The
nded use can be obtained from the:

e instructions for use

label

e manufacturer’s advertising materials

technical documentation
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Please note: There are medical devices where the classification in Australia is different to the
classification in other countries. The manufacturer should take into account the Australian legislation
when determining the classification of a device that is to be supplied in Australia.

Principles for applying the classification rules

The classification rules are outlined in Schedule 2 of the Regulations and are based on the manufacturer’s
intended purpose, taking into account how the device works. In some cases, more than one rule can apply. It
happens the higher classification applies, with the exception of medical devices for export only (Rule 5.8).~+hic..
are classified as Class I.

Medical devices incorporating tissues, cells or substances of human origin are regulated as ‘other thorap,  ic
goods’ in accordance with Therapeutic Goods (Articles that are not Medical Devices) Order No. 1 o .ur ~ ana will
need to comply with the requirements outlined in DR4—Australian medical device requirement  d- the
Therapeutic Goods Act 1989, available on the TGA website.

The medical devices regulatory framework has a separate classification system forIn V. . iag..ostic medical
devices (IVDs). Guidance information on the classification of IVDs is available on the . * we _site.

All the classification rules must be considered to determine the classification of the  dical device. Accessories
are classified separate to the medical device they are used with.

If the device is to be used in combination with another medical device, tk cias<’fication rules must be applied
separately to each device.

For systems and procedure packs, the classification for the entire’ ,s..  or pack is the highest classification of
any individual device in the system or pack. The presence< me -in' na procedure pack does not effect the
classification. For example, if there is a device in the packth~  -lassiried as Class 111, then the entire pack is
classified as Class 111

Manufacturers should pay particular attention t= “le 5—Special rules, as these rules may not be applied
consistently internationally.

Software:

e that fits the definition of a medical device’ 2' o an active medical device since it relies on an energy source
for its operation

e thatisintended to makeaaer -ec_ e, control a device, or influence the functions of a device generally
falls in the same classificat’ n. e device

e intended as anaccessorvi  medical device should be classified separately from the device with which itis
used

e isconsidere ace  .ry when it is not essential to the operation of the device.

For more infe atio. .1 classifying software please see Section 13. Active medical devices.

Ifthe  .ten.  pu pose of the device is not clear, the TGA will request further clarification from the
m- ~ufa  ver. he documentation requested is not provided or is unclear then the TGA will assume an
in..  ~dp pose consistent with the purpose generally accepted in current clinical practice.

me. .al device is intended to be used in more than one part of a patient’s body, the medical device is
« cified on the assumption that it will be used in the part of the body that poses the highest risk. For invasive
dev.ces, this may be the central circulatory or central nervous systems.
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Medical devices with a measuring function

In accordance with Regulation 1.4 of the Regulations, a medical device is considered to have a measuring
function if:

e the device is intended by the manufacturer to measure:

- quantitatively a physiological or anatomical parameter
- aquantity or a qualifiable characteristic of energy or of substances delivered to or removed from the
human body.

The measurements given by a medical device must:

e display in Australian legal units of measurement or other units of measurement acceptable to the” . o1

e be compared to at least one point of reference indicated in Australian legal units of measure’ er or otner
units of measurement acceptable to the TGA, and

e Dbeaccurate to enable the device to achieve its intended purpose.

The device must meet each of the above requirements to fit the definition of measuri. “inc un.

Manufacturers of medical devices that have a measuring function must prepare ev.  ce .nat the device
complies with the relevant Essential Principles, particularly Essential Principi. " F . more information please
see Section 3. The Essential Principles.

For manufacturers of Class I devices that have a measuring function, in« litic to preparing an Australian
Declaration of Conformity, they must supply the TGA with conforn>®  =sc__.aent evidence to demonstrate that
the relevant Essential Principles have been met. For more inforn rior. ease see Section 6. Whata
manufacturer needs to know about conformity assessment.
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Examples of medical devices and whether they have a measuring function

Requirements to fit the definition of measuring function

Measurement of | Absolute Measurement
physiological/ measurement critical to
clinical units/reference intended
parameters? purpose
Clinical thermometer that | Yes Yes Yes Measuring
displays patient function
temperature in °C
Forehead patch that Yes No Yes Noe  ~* .ave
indicates temperature via . =easuring
colour change fur. aon
Time-of-day clock No Yes Yes j Does not have
(HH:MM) a measuring
function
Medicine measuring cup Yes Yes - Measuring
with mL or defined Units function
marked
Medicine cup with no scale | Yes No No Does not have
a measuring
function
|
|
“Biofeedback” Yes No Yes Does not have
electromyograph (relative a measuring
scale) function
Diagnostic Yc Yes Yes Measuring
electromyograph function
Medical devir . equired to be sterile
Some medical de - are required to be sterile when used to minimise the risk of infection. Such medical
devices shou! ™ se te.  aally sterilised to a Sterility Assurance Level (SAL) of at least 106, unless this is not

possibledu t- ‘ce material incompatibility with the proposed sterilisation process.

Iti the mor _oility of the manufacturer to determine the most appropriate method for achieving the required
SA. -a}p culardevice after due consideration of the design and construction of the device. Some common
st- . ‘onmethods are:

< moist heat or steam
e dryheat

e ionising radiation

e ethylene oxide

e liquid chemical sterilisation
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Devices that are required to be sterile, but cannot be subjected to terminal sterilisation, can be manufactured
aseptically, for example by sterile filtration. Devices manufactured in this manner have a lower SAL than those
subjected to terminal sterilisation.

Manufacturers of medical devices that are required to be sterile must prepare evidence that the device complies
with:

e Essential Principle 8.3 for devices that are supplied sterile
e Essential Principle 8.1 for devices that are able to be reprocessed

For more information please see Section 3. The Essential Principles.

For manufacturers of Class I devices that are required to be sterile, in addition to preparing an Australia
Declaration of Conformity, they must supply the TGA with conformity assessment evidence to demons. = th.¢
the relevant Essential Principles have been met. For more information please see Section 6. What U, curer
needs to know about conformity assessment.

The Medical Device Standards Order (Standards for Medical Devices Required to be Sterile) 2 AVa..aple at
<http://www.tga.gov.au>, is not mandatory but is one way to establish compliance witk* "en. Principles.
This Order references the following standards:

AS EN 556-1: 2002 and EN | Sterilization of medical devices—Require: _.its fo: inedical devices to be
556-1: 2001 designated ‘STERILE'—Part 1: Requirenr 'ts fi terminally sterilized medical
devices.

Please note that AS EN 556-~ 200. “idr cicalto EN 556-1: 2001

EN 556-2: 2003 Sterilization of medical dew ~s- ..equirements for medical devices to be
designated ‘STER’" E'—Part ... .equirements for aseptically processed medical
devices

ENISO 11607-1: 2006 Packaging fo e 1. lly sterilized medical devices—Part 1: Requirements for

materials <teri ' .rrier systems and packaging systems

ENISO 11607-2: 2006 12 fag . terminally sterilized medical devices—Part 2: Validation
2q ~ments for forming, sealing and assembly processes

ENISO 11135-1: 2007 5 _rilization of health care products—Ethylene Oxide—Part 1: Requirements for
development, validation and routine control of a sterilization process for medical
devices

AS/NZSIS 17 7-1:2006 | Sterilization of health care products—Radiation—Part 1: Requirements for
validation and routine control—Radiation sterilization

Af S1SU 11137-2: 2006 | Sterilization of health care products—Radiation—Part 2: Establishing the
sterilization dose

AS/NZS 1S0 11137-3: 2006 | Sterilization of health care products—Radiation—Part 3: Guidance on dosimetric

aspects
EN ISO 17665-1: 2006 Sterilization of health care products—Moist heat—Part 1: Requirements for the
development, validation and routine control of a sterilization process for medical
devices
Australian Regulatory Guidelines for Medical Devices, Section 4. Classification of Page 78 of 337

medical devices
V1.1 May 2011


http://www.tga.gov.au/�

Standard Title

ASISO 14160: 2002 and Sterilization of single-use medical devices incorporating materials of animal
ISO 14160: 1998 origin—Validation and routine control of sterilization by liquid chemical
Sterilants.

Please note that AS ISO 14160: 2002 is identical to ISO 14160: 1998.

ENISO 11737-1: 2006 Sterilization of medical devices—Microbiological methods—Part 1:
Determination of a population of micro-organisms on products

ENISO 11737-2: 2000 Sterilization of medical devices—Microbiological methods—Part 2: Tesu.
sterility performed in the validation of a sterilization process

ISO 13408-1: 2008 Aseptic processing of health care products—Part 1: Genera . irements

ISO 13408-2: 2003 Aseptic processing of health care products—Part 2: F1.  “ion

ISO 13408-3: 2006 Aseptic processing of health care products—Pa. -1 ’u;ﬂlization

ISO 13408-4: 2005 Aseptic processing of health care produc  -P- ¢ 4: Clean-in-place technologies

ISO 13408-5: 2006 Aseptic processing of healt! ~re, ~dir s—Part 5: Sterilization in place

ISO 13408-6 2005 Aseptic processing o. alt ( care products—Part 6: Isolator systems

ISO 14937: 2000 Sterilization of heai.  are products—General requirements for characterization
of a sterilizing _  ta. che development of routine control of a sterilization

process forr d'.a _vices

EN ISO 17664: 2004 Sterili tion “medical devices—Information to be provided by the manufacturer
10" he | .ssing of resterilizable medical devices

Electronic or hard copies c 1of ti.c above AS and ISO standards can be purchased from

<http://www.saiglobal ~~m:
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What classification rules apply?

Is this a medical No need to
device? proceed
further
Do the special v Apply o |
rules under Part 5, es Classificatin
Schedule 2 apply? Rule 5 J

Appl
Is this a non Y pp y —
. . . i W Classification
invasive device?
Rule 2
Is this ap invas v Apply
d Jice? €s Classification
Rule 3
~
Is this an active Apply
device not covered Classification
by Rule 2, 3 or 57 Rule 4
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Manufacturers should consider all the Classification Rules when determining the appropriate classification for a
device as more than one rule may apply and the higher classification applies, except for devices for export only,
which are Class I.

If the device

then apply
Classification Rule

Some examples are:

is invasive—that s, the
device penetrates the
body through a body
orifice or is inserted into
the body during surgery

3—classifications
vary depending on
intended purpose

surgical eye probe, ophthalmic knife, eye cannula,
ear/nose/throat forceps, internal tympanostomy tube,
tongue depressor, intraoral x-ray sensor, oral gag, oral
suction unit, thermometer, vaginal speculum, ureth~
bougie, anoscope, proctoscope, colonoscope, stor
tracheostomy tube.

pe,

is active—that s, the
device depends on a
source of energy for its
operation and converts
energy

4—classifications
vary depending on
intended purpose

diagnostic x-ray sources, MR], air driven su. 2! .rills and
saws, patient monitors, electronic ble assure
measuring devices, diagnostic ultr 'nd, <ctronic
stethoscopes/thermometers, sc.  ar. :sregulators,
radioactive seeds, mechanics" ‘nf.  n systems.

contains a medicine

5.1—these devices
are Class 11

antibiotic bone cements, ¢. ns with spermicide, heparin
coated catheters, dr .sngs incorporating an antimicrobial
agent.

is for contraception or
preventing sexually
transmitted diseases

5.2—classifications
vary depending on
intended purpose

condo s, c¢ ‘rac tive diaphragms, contraceptive
intrauc  ~e.  _es (IUDs), surgically implanted

contt .ep ~devices.

is for disinfecting,
cleaning, rinsing or
hydrating

5.3—classification.
vary depending on
intended purpos

not active and is
intended to record x-ray
diagnostic images

5.4—thes
are Clas Ia

2vic

contains non-viable
animal tissues or

contact lens solutions, comfort solutions, disinfectants for
~emodialysis devices and endoscopes, sterilisers to
s rilise medical devices, washer disinfectors.

x-ray films, photostimulable phosphor plates.

‘—these devices
a1 iassllI

biological heart valves, porcine xenograft dressings, catgut
sutures, implants and dressings made from collagen, intra-

derivatives | ocular fluids, meniscul joint fluid replacement, anti-
adhesion barriers, tissue fillers based on hyaluronic acid
derived from bacterial fermentation processes.

isat¥ »od 5.6—these devices blood bags (including those containing or coated with an

are Class IIb

anticoagulant).

i 4 ‘veimplantable
edical device

5.7—these devices
are Class AIMD

implantable pacemakers, defibrillators and nerve
stimulators,

is an active device to
control, monitor, or
directly influence the
performance of an active
implantable medical
device

5.7—these devices
are Class 11

clinician’s programming devices for pacemakers, patient
control devices for nerve stimulation devices.
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If the device then apply Some examples are:

Classification Rule

for export only 5.8—these devices
are Class I
is a mammary implant 5.9—these devices mammary implants.

are Class III

is not covered by any of 2—classifications devices intended to:
:;Elzrevmus rules in this Yr?tzyn(ézge;jigﬁs(::n collect body liquid where a return flow is unlikei,
immobilise body parts and/or to apply forc: v

compression

channel or store substances that will ..  rally be
delivered into the body

treat or modify substances thbatv. he uelivered into the
body

dress wounds.

Classification Rule 1—Transient, short-tc =~ , and long-term use

The manufacturer, in determining the classification, musti. in. -~ untthe duration of use:
I © I
less than 60 minutes transient
at least 60 minutes but not more than30d s N short term
more than 30 days P long term
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Classification Rule 2—Non-Invasive Medical Devices

This flowchart is a summary of the rules described in Schedule 2, Part 2 of the Therapeutic Goods (Medical

Devices) Regulations 2002.

Rule 2.1
General Rule

Either do not
touch patient or
contact only
intact skin.

Rule 2.2

Channelling or

storing for

Class 1

Rule 2.3

Modify biological
or chemical

Rule 2.4 ‘

In contact with
injured skin
(mechanical |
barrier -a¥ rb

exudates)

A 4

If intended to
manage micro
environment of a
wound + others

eventual composition of
administration blood, body
liquids intended
for transfusion
v L S
If only filtration, Ifint- dec
centrifugation or w/ nds‘hat
exchange of gas bt -h _rmis
or heat d neal only by
| s ondary intent
— O
. v v
[ ass Ila Class IIb
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Rule 2.1 Non-invasive medical devices—general

This rule applies to all medical devices that are not covered by a specific rule, devices that contact intact skin and

devices that do not touch the patient.

Rule 2.1 Description

A non-invasive device is Class I, .
unless the device is classified at a
higher level under another rule in
Schedule 2 of the Regulations.

hosiery.

Devices used to collect body liquid where a return flow is unlikely.
Examples: urine collection bottles, ostomy pouches, wound
drainage collection bottles and incontinence pads.

e Devices used to immobilise body parts and/or to apply for N
compression. Examples: non-sterile dressings, plastert  lag.
cervical collars and gravity traction devices or compr~<sic

Rule 2.2 Non-invasive devices intended to channel or store blood, etc

Devices covered under this rule may include those that channel or store substancest’ w.

delivered into the body.

= eventually

fies peseription -

2.2(1)(a)

A non-invasive device used to channel or store blood
or body liquids that are to be infused, administered or
introduced into a patient—Class Ila.

Devicesinte. =dt »e used to channel active drug
deliver te.  _xamples: intravenous tubing,

gastrc ‘on. ubing, anaesthesia breathing circuits and
sst. ' .cator and syringes for infusion pumps.

IS

2.2(1)(b)

A non-invasive device to store an organ, par’ n
organ or body tissue that is to be later intr. .v et .co
a patient—Class Ila.

Examples: Devices to temporarily store and transport
of organs for transplant or for long-term storage of
biological substances and tissues such as corneas,
sperm and human embryos.

2.2(1)(c)

A non-invasive device to ch~* elo. orealiquid or
gas that is to be infused, adn.. =stered or introduced
into a patient and may 1n. _ced to an active
medical device <lassi das lassIla or higher—Class
I1a.

Examples: oxygen tubing and masks; anaesthetic
tubing and breathing circuits; and syringes and tubing
for infusion pumps.
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Rule 2.3 Non-invasive devices intended to modify the biological or chemical composition of blood, etc

Devices in this category must be considered separately from those in Rule 2.2, as they treat or modify substances
that will be delivered into the body.

Rule 2.3 Description

2.3(1) Devices intended to remove undesirable substances
out of the blood by exchange of solutes such as

A non-invasive device to modify the biological or . .
y g hemodyalizers. Examples: Auto transfusion syste

chemical composition of blood, other body liquids, or
other liquids to be infused in the patient—Class Ilb. Devices used to separate cells such as gradier’
medium for sperm.

2.3(2) Examples: particulate filtration of ble d» an
extracorporeal circulation system. ce  'fi ation of
blood for transfusion or autotrsz ~ion, removal of
carbon dioxide from the blo- ad;. adding oxygen,
and warming or coolingk™ d1. e extracorporeal
circulatory system.

A non-invasive device to be used in treatment
consisting of filtration, centrifugation or exchanges of
gas or heat—Class Ila.

Rule 2.4 Non-invasive devices intended to have contact with injured skin

This rule covers wound dressings without consideration of the wound d 1th.” e technology associated with
these devices is well understood and they are not considered potentially Jous to the patient.

i

2.4(1) ssi . nealing by controlling the level of moisture and
. _ .ating the humidity, temperature, levels of oxygen,
other gases and pH values of the wound environment,

or by influencing the process by other physical means.

A non-invasive device to be used in contact wit’
injured skin (including a device the principal inte. n
of which is to manage the microenvironment
wound)—Class Ila. Examples: adhesives for topical use, polymer film
dressings, hydrogel dressings and non-medicated
impregnated gauze dressings.

2.4(3) Examples: absorbent pads, island dressings, cotton
wool, wound strips and gauze dressings to actas a

A non-invasive device to be d as 1« mechanical .
barrier or absorb exudates from the wound.

barrier or for compress” ar. absorption of
exudates—Class I. Please note: if the device is sterile conformity evidence
is required.

2.4(4) Intended for severe wounds that have extensively
breached the dermis, and healing is by secondary

A no - 2vas.ve < -vice to be used for wounds that have | | .
w @ intent (by granulation from the base of the wound).

' ach. heuermis and where the wounds can only
he  7se undary intent—Class IIb. Examples: dressings for chronic extensive ulcerated
wounds, severe burn, severe decubitus wounds, or
dressings providing a temporary skin substitute.

[
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Classification Rule 3—Invasive Medical Devices

Classification Rules 3.1 and 3.2—Invasive Medical Devices—flowchart

This flowchart is a summary of the rules described in Schedule 2, Part 3 of the Therapeutic Goods (Medical

Devices) Regulations 2002.

Rule 3.1

Invasive in body orifice or
stoma (not surgical)

Transient use Short-term use Long-term use Conn tr .t an
a~ve. " lal
ev ofClasslla
| higaer
v v
If only in oral If only in oral |
cavity, ear canal cavity, ear canc
or nasal cavity ornasal .. J
A 4 v v
Class 1 Cl. 'la Class IIb
(I
I ale 3.
= _cally invasive—transient use (less
than 60 mins)
I
Ifreusal 'e~u1. -l If: If diagnose/control
instrum- L defect of
o Supply energy/ionising heart/central
T radiation .
: , circulatory system
) ¢ Biological effect

e Wholly or mainly
absorbed into body

e System to administer
medicines—potentially
hazardous

A 4 A 4 A 4

Class 1 Class Ila Class IIb

A 4

Class 111
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Classification Rules 3.3 and 3.4— Invasive Medical Devices—flowchart

This flowchart is a summary of the rules described in Schedule 2, Part 3 of the Therapeutic Goods (Medical

Devices) Regulations 2002.

Rule 3.3

Surgically invasive —
short-term use (at least 60
mins and not more than 30

days)

A 4

Class Ila

If:

o Supply energy/ionising
radiation

e Undergoes chemical
change in the body (not
in the teeth)

e Administers medicines

A 4

Class IIb

I

If:

e Specifically inten” " to
monitor/corre~* (1. of
heartor cep* . “ulatory
system—by  =ct _ontact

e Foruse. ‘ire. contact
witl  ntr.  ervous system

e P log. ffect
Whe' 7 or mainly absorbed

toody

A 4

Class 111

wurg  ally invasive—long-term
.nore than 30 days)

R»le3 £
|

Iftohevl. di .eeth

A

Class Ila

y

A 4

Class IIb

If:

e Direct contact with heart or
central circulatory/nervous
system

¢ Biological effect

e Wholly or mainly absorbed into
body

e Undergoes chemical change in the
body (not in teeth)

e Administers medicines

A 4

Class 111
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Rule 3.1 Invasive devices intended to be used to penetrate body orifices

This rule covers devices that enter the body through existing body orifices (for example, ear, mouth, nose, eye)
and surgically created stomas. Devices covered by this rule tend to be for diagnostic and therapeutic use in
particular specialities (ear, nose, and throat; ophthalmology; dentistry; proctology; urology; and gynaecology).

Rule 3.1 Description

3.1(2)(a)

Invasive devices that are not connected to an active
medical device, and are for transient use—Class I.

Examples: handheld dental mirrors, dental impre=sion
materials, exam gloves, prostatic balloon dilatior.
catheters.

3.1(2)(b)(i) Examples: contact lenses, urinary cat cte s.*racheal

Invasive devices that are for short-term use—Class Ila. tubgs, stents, vaginal pessaries, perit  re uction
devices.

3.1(2)(b)(ii) Examples: dressing fornc  hlec ., dentures

Invasive devices that are for short-term use in the oral
cavity as far as the pharynx, in an ear canal to the ear
drum, or in a nasal cavity—Class I.

removable by the pati

3.1(2)(c)(1)

Invasive devices that are for long-term use—Class Ilb.

Example~'o1,_
urethr .suw s.

m urinary catheters, artificial eyes,

3.1(2)(c)(ii)

Invasive devices for long-term use in the oral c7 ity as
far as the pharynx or in an ear canal to the ear di or
in a nasal cavity and are not liable to be absor*~1 b,
the mucous membrane—_Class Ila.

xa, =s:orthodontic wire, fixed dental prostheses,

es sealants.

3.1(3)

Invasive device to be connected * » ai. " 2medical
device that is classified as Cla- 1. ~higher—Class
Ila.

Examples: tracheostomy tubes connected to a
ventilator, powered nasal irrigators, nasopharyngeal
airways, heat and moisture exchangers, suction
catheters or tubes for stomach drainage.
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Rule 3.2 Surgically invasive devices intended for transient use

This rule covers devices that are to be used continuously for less than 60 minutes and are used to create a
conduit through the skin (needles, cannulae), surgical instruments (scalpels, saws) and various types of

catheters, suckers.

Rule 3.2 Description

3.2(2)

Surgically invasive device for transient use—Class Ila.

Examples: suture needles, hypodermic needles ar d
syringes, suckers, surgical swabs, surgical gloves.

3.2(3)

Surgically invasive device for transient use to diagnose,
monitor, control or correct a defect of the heart, or
central circulatory system through direct contact—
Class II1.

Examples: cardiovascular catheters, angio;  ty
balloon catheters, coronary artery prob~~

3.2(4)

A reusable surgical instrument—~Class L

Examples: scissors, artery . eps, tissue forceps,
tissue clamps, excavate  2suw otomes, chisels.

3.2(5)(a)

A surgically invasive device for transient use to supply
ionising radiation—Class IIb.

3.2(5)(b)

A surgically invasive device for transient use to have a
biological effect—Class IIb.

Examples: cz .eter- containing or incorporating
radioactivei. ~r  where the isotope is not intended
to berr 1 1100 the body.

3.2(5)(c)
A surgically invasive device for transientuse’ » :
wholly, or mostly, absorbed by the b- .y—C'ass IIb.

Examples: bone wax.

3.2(5)(d)

transtent use to
ely  y system, and where
Uly hazardous to the

A surgically invasive device
administer medicine vi- '
the administration is’ H>tel.
patient—Class' ™

Devices for repeated self-application where the dose and
the medicine are critical

Examples: personal insulin injectors (commonly
referred to as ‘pens’).
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Rule 3.3 Surgically invasive devices intended for short-term use

This rule covers devices to be used continuously for at least 60 minutes but not more than 30 days and are used
in the context of surgery or post-operative care (for example, clamps and drains), infusion devices (cannulae and
needles) and catheters of various types.

Rule 3.3 Description

3.3(2) Examples: clamps, infusion cannulae, skin closure
devices or temporary filling materials, some surg
retractors for example, chest retractors for cardiac
surgery.

Surgically invasive device for short-term use—Class
I1a.

3.3(3)(a) Examples: bradytherapy devices.

A surgically invasive device for short-term use to
supply ionising radiation—Class IIb.

3.3(3)(b) Examples: tissue adhesiv.

A surgically invasive device for short-term use to
undergo a chemical change in a patient’s body (except
a device intended to be placed in the teeth)—Class IIb.

3.3(3)(c) Example~ fnu. .ous cannula.

A surgically invasive device for short-term use to
administer medicine—Class IIb.

3.3(4)(a) .ples: cardiovascular catheters, cardiac output
probes and temporary pacemaker leads, thoracic
catheters intended to drain the heart, including the
pericardium and a carotid artery shunt.

A surgically invasive device for short-term use tc
specifically used to diagnose, monitor, contro! -~
correct a defect of the heart, or central circ’ it
system, through direct contact with these par ic he
body—Class III.

3.3(4)(b) Examples: neurological catheters, cortical electrodes,

. . . . connonoid paddles.
A surgically invasive devicc  shoi -term use to be p

used in direct contact wi*- th.  ntral nervous
system—Class III.

3.3(4)(c) and (¢ Examples: haemostatic sponge.

A surgicall” - -ive device for short-term use to have
biol ical  _ct ClassIIL.

3. d) Examples: absorbable sutures.

surg..ally invasive device for short-term use to be
~lly, or mostly, absorbed by a patient’s body—Class
I
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Rule 3.3 Description

3.3(5) Examples: dental adhesives used for root canal

. . . . . therapy.
A surgically invasive device for short-term use that is by

intended by the manufacturer to be placed in the teeth
and to undergo a chemical change in the body—Class
I1a.

Please note: for this clause, a medical device to be
placed in the teeth includes a device that is intended to
penetrate a tooth but that does not enter the gum or
bone beyond the tooth.

Rule 3.4 Surgically invasive devices for long-term use and implantable devices

Devices covered by this rule include implants used in orthopaedic, dental, ophthalmic and wascular fields.
In addition, soft tissue implants used in plastic surgery are covered by this rule.

Rule 3.4 Description

3.4(2) Examples: implanta. ° ntreplacements, shunts,
stents, nails, © ..es ~na screws, intra-ocular lenses,

A surgically invasive device for long-term use and ) )
infusion por  ner neral vascular grafts, bone

implantable devices—Class Ilb.

cement-  ~xi.._ .acial implants.
3.4(3) L  Mp. oridges and crowns.
A surgically invasive device for long-term use to be
placed in the teeth—Class Ila.
3.4(4)(a) Examples: prosthetic heart valves, aneurysm clips,

vascular prostheses, spinal stents, vascular stents, CNS

A surgically invasive device for long-termt1 ¢ ) .
g y 5 4 electrodes, cardiovascular sutures.

used in direct contact with the heart, t+> zen
circulatory system or the central ner )us < stem—
Class II1.

3.4(4)(b)

A surgically invasive ¢ ‘o1 ung-term use intended
by the manufacturer hav i biological effect—Class
ML

3.4(4)(c) Examples: absorbable sutures, bioactive adhesives and
implants through the attachment of surface coatings

Asurg” ~lly1ir - sive device for long-term use to be such as phosphorylcholine.

lly,  ™ostly, absorbed by a patient’s body—Class
I

‘4)(d) Examples: surgical adhesive.

A surgically invasive device for long-term use to
undergo a chemical change in the patient’s body
(except a device that is to be placed in the teeth)—

Class II1.
3.4(4)(e) Examples: rechargeable non-active drug delivery
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Rule 3.4 Description

A surgically invasive device for long-term use to systems.
administer medicine—Class III.

3.4(5) Examples: dentine adhesives.

A surgically invasive device for long-term use that is
intended by the manufacturer to be placed in the teeth
and to undergo a chemical change in the body is Class
[1a. Please note: for this rule a medical device to be
placed in the teeth includes a device that is intended to
penetrate a tooth but does not enter the gum or bone
beyond the tooth.
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Classification Rule 4—Active medical devices

This flowchart is a summary of the rules described in Schedule 2, Part 4 of the Therapeutic Goods (Medical
Devices) Regulations 2002.

Rule 4.1

All active medical
devices not
covered by other
rules

Rule 4.2

Active medical
device for
therapy to
administer or
exchange energy

A 4

A 4

If administer or
exchange energy
in a potentially
hazardous way

If intended to
control or
monitor or

a Class IIb active
medical de ‘e

Class 1

* Note: Regulation 4.3(3) also includes a device that is intended to emit ionising radiation and to be used for

influence directly

unmediate danger *

Rule 4.3 Rule 4.4
Active medical device Active device to
for diagnosis. May administer/
supply energy for remove
‘imaging purpose’ medicines an” |
monitor vital substances e
physiological process from the bc
Vo v
If " £0 ...onitor If
alp cesses administration/
V. variations removal is
auld result in hazardous to

patient

Class Ila

A 4

Class IIb

diagnostic or therapeutic interventional radiology; or a device that is intended to be used to control or
monitor, or directly influence, the performance of a device that emits ionising radiation and used for
diagnostic or therapeutic interventional radiology.
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Active medical devices

An active medical device is defined in the Therapeutic Goods (Medical Devices) Regulations 2002 as being a

medical device that is intended by the manufacturer:

e todepend on its operation on a source of electrical energy or other source of energy (other than a source of
energy generated directly by a human being or gravity); and

e toact by converting this energy; but

e does notinclude a medical device that is intended by the manufacturer to transmit energy, a substance,
any other element, between an active medical device and a human being without any significant change. .
the energy, substance or other element being transmitted.

For more information about active devices, please see Section 13. Active medical devices.

Rule 4.1 Active medical devices—general

This rule applies to active medical devices that are not covered by a specific rule.

An active device is Class I, unless the device is
classified at a higher level under another rule in
Schedule 2 of the Regulations.

Description

ts, surgical microscopes,

.ography, active devices for
viewing of diagnostic images,

Examples: examination
diagnostic devices. +hr
recording, pre-  sing

dental curin; ight

Rule 4.2 Active medical devices for therapy

Active medical device for therapy means an active medical a. e v
on a human being, either alone or in combination with an¢
restore biological functions or structures for the purpose ¢

This rule covers devices that are electrical equip1.
stimulation devices.

.s intended by the manufacturer to be used
er  dical device, to support, modify, replace or
- ing or alleviating an illness, injury or disability.

+ used in surgery, devices used in specialised treatments and

fHes ‘

4.2(1)

An active medical device for t+21. - to administer
energy to a patient, or exch- e enc gy to or from a
patient—~Class Ila.

Examples:

electrical—magnetic and electromagnetic energy
muscle stimulators, external bone growth stimulators,
TENS devices, electrical acupuncture

thermal energy—cryosurgery equipment, heat
exchangers

mechanical energy—powered dermatomes, drills and
dental hand pieces

light—phototherapy for skin treatment and for
neonatal care

sound—hearing aids.

4. .(2)

An active device to administer or exchange energy in a
potentially hazardous way, having regard to the
nature, density and site of application of the energy—
Class IIb.

Examples:
kinetic energy—lung ventilators

thermal energy—infant incubators, warming blankets
for unconscious patients, blood warmers, heat
exchangers used in intensive care

electrical energy—high-frequency electrosurgical
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Rule 4.2 Description

generators, electrocautery, external defibrillators,
electroconvulsive therapy equipment

coherent light—surgical lasers

ultrasound—Ilithotriptors, physiotherapy ultrasound
devices

ionising radiation—radioactive sources for after:
loading therapy, therapeutic cyclotrons, linea-
accelerators, therapeutic X-ray sources.

4.2(3) Examples: external feedback systems or ctive

. . . . therapeutic devices, after-loading co. < _vices.
An active device to control or monitor, or directly p a

influence the performance of an active medical device
for therapy of the kind in the previous entry—Class Ilb.

Rule 4.3 Active medical devices for diagnosis

Active medical device for diagnosis means an active medical device that is interi. "~ y the manufacturer to be
used on a human being, either alone or in combination with another mec .a. device, to supply information for
the purpose of detecting, diagnosing, monitoring or treating physiologic ~or tions, states of health, illness or
congenital deformities.

This rule covers devices that are used in ultrasound diagne’ *an apt ‘e of physiological signals and devices
used in diagnostic radiology.

Please note: Active devices for diagnosis are clascified as Ci.  , in accordance with Rule 4.1, unless they
are specifically covered by any of the clausesin .. 4.3.

Rule 4.3 Description

4.3(2)(a) Examples: magnetic resonance equipment, pulp
A device to supply energy .. will be absorbed by a E:ﬁggi’f:gked response stimulators, diagnostic
patient’s body (except -~ icc .atilluminates the )

patient’s body in the: sibl. pectrum)—Class Ila.

4.3(2)(b) Examples: gamma cameras, positron emission
A devicet' or 1 to image in vivo distribution of Egggggp}ﬁy’ single photon emission computer
radic p* ari.ace’ icals in patients—Class Ila. sraphy:

4 ) Examples: electrocardiographs,

electroencephalographs, cardioscopes with or without

device used for direct diagnosis or monitoring of i o )
pacing pulse indicators, electronic thermometers.

v 1 physiological processes of a patient, excluding
devices mentioned in the previous entry—Class Ila.

4.3(3)(a) Examples: intensive care monitoring systems,
biological sensors, blood gas analysers used in open-
heart surgery, cardioscopes and apnea monitors
including those in home care.

A device to monitor vital physiological parameters of a
patient, and the nature of variations monitored could
result in immediate danger to the patient—Class IIb.
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Rule 4.3 Description

Please note: For this clause ‘variations monitored’, is
taken to mean that the result of monitoring could lead
to immediate danger to the patient. This is typically,
but not always, accompanied by an alarm.

4.3(3)(b)

A device to emit ionising radiation and to be used for
diagnostic or therapeutic interventional radiology—
Class IIb.

Examples: diagnostic x-ray sources, linear accele’ ~trrs.

43(3)(c)

A device to control, monitor or directly influence the
performance of a device in the previous entry—Class
IIb.

Examples: auto exposure control sys w,
radiotherapy after loading contrelss, - ..

Rule 4.4 Active medical devices intended to administer or remove medic.

< « from a patient’s body

This rule covers drug delivery systems and anaesthesia equipment.

Rule 4.4

4.4(1)

An active device to administer or remove medicine,
body liquids or other substances—Class Ila.

Descrj

k  spice. suction equipment, feeding pumps, jet
nje. s for vaccination.

4.4(2)

An active device to administer or remove r..er ci «,
body liquids or other substancesina> | thea
potentially hazardous to the patient avir regard to
the substances, the part of the o7 'v ¢ ned, and the
characteristics of the device— “la.  "'b.

Examples: infusion pumps, ventilators, anaesthesia
machines, anaesthetic vaporisers, dialysis equipment,
blood pumps for heart-lung machines, hyperbaric
chambers, pressure regulators for medical gases,
medical gas mixers, moisture exchangers in breathing
circuits, nebulisers where the failure to deliver the
appropriate dosage form could be hazardous.
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Classification Rule 5—Special Rules

This flowchart is a summary of the rules described in Schedule 2, Part 5 of the Therapeutic Goods (Medical Devices) Regulo on- _00..

A

T

Rule 5.5

Devices that
contain:

e Animal tissues
or derivatives
that have been
rendered non
viable (unless
skin intac*’

e Tis  ves, s
ors. ‘au
or dac: ‘alor

re ~* aant
origin

Rule 5.6
Blood bag:

—_—

Rule 5.1 Rule 5.3
ule 5.
Devi Rule 5.2 Specific for
evice o .
incorporatin Device for disinfecting, Rule 5.4
g a medicine contraception c.lea.mng, Non-active
and has an or preventing rmsmg_ or devices to
ancillary sexually hydrating record X-ray
action on the transmitted contact diagnostic
body diseases lenses images
v
If device for
disinfecting
\ 4 other devices \
If implantable other than by NG
or long term physical action
invasive |
A 4 A A / v
_;@s III Glass O \ Class IIa

— o —
Rul. 7

’ Acuve
implantable
medical

‘ devices
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hu.c¢ 5.8
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!x \ 4
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Rule 5.1 Devices incorporating a medicine

This rule covers medical devices that incorporate a medicinal substance including stable derivatives of human
blood and blood plasma that assists the function of the device.

Rule 5.1 Description

5.1(2) Examples: antibiotic bone cements, condoms with
spermicide, heparin-coated catheters, dressings
incorporating an antimicrobial agent where the
purpose of such an agent is to provide ancillarv aca.
on the wound.

A device incorporating a substance that if used
separately would be a medicine and has an ancillary
action on the body—Class III.

Please note: for this clause any stable derivative of
human blood or human plasma is considered to be a
medicine.

Rule 5.2 Devices for contraception or prevention of sexually transmitted diseases

Some devices covered by this rule may perform both functions, for example, condom

et S A

5.2(1) Examples: co' .oms contraceptive diaphragms.

A device for contraception or the prevention of
sexually transmitted diseases—Class IIb.

5.2(2) T nles: contraceptive intrauterine devices (IUDs),

. : . . urg . uly implanted contraceptive devices.
An implantable or invasive device for long-term use— g yump p

Class II1L.

Rule 5.3 Devices intended for disinfecting . ~iny rinsing etc

This rule covers various contact lens fluids anr’ v’ stances or equipment to disinfect another medical device. It
does not cover devices that clean by a- _, sical ..don only.

w
Rule 5.3 Description

5.3(1) Examples: contact lens solutions, comfort solutions.

A device specifically f  di. fecting, cleaning, rinsing
or hydrating cc *=-t. -~ -ClassIIb.

5.3(2) Examples: disinfectants for haemodialysis devices or
endoscopes, sterilisers to sterilise medical devices,

Adc ices, _uir dy for disinfecting another medical .
ponedy 8 washer disinfectors.

7 rice  Tlas. .b.

P! notu: this clause does not apply to a medical
_vice aatis intended only to clean another medical
rice (other than contact lenses) by means of physical
acdon—these devices are Class I (see Rule 2.1).

Rule 5.4 Non-active devices intended to record x-ray diagnostic images

A non-active medical device to record x-ray diagnostic images such as x-ray films, photostimulable phosphor
plates is Class Ila.
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Rule 5.5 Devices containing non-viable animal tissues or derivatives, or microbial or recombinant

tissues, cells or substances

This rule covers devices that contain or are made of animal tissues that have been rendered non-viable or
derivatives from such tissues also being non-viable, or microbial or recombinant tissues, cells or substances.

Rule 5.5 Description

5.5(1)(a)

Devices that contain animal tissues or derivatives that
have been rendered non-viable are Class III.

Please note: this rule does not apply to a device that
only contains animal tissues that have been rendered
non-viable and the device is only intended by the
manufacturer to come into contact with intact skin—
see Rule 2.1.

Examples: biological heart valves, porcine xenograft
dressings, catgut sutures, implants, dressings ma.
from collagen.

Examples: leather straps associated with li-
prostheses.

5.5(1)(a)

Devices that contain tissues, cells or substances of
microbial or recombinant origin are Class III, even if
the device is only intended to come into contact with
intact skin.

Examples: intra-ocular flu.  me .iscul joint fluid
replacement, anti-adh. nvL riers, tissue fillers
based on hyaluror™ cia  rived from bacterial
fermentation pr--es.

Rule 5.6 Devices that are blood bags

intion
E= -

A device that is a blood bag is Class IIb.

Please note: if the blood bags have a function sreat.
than storing purposes and include systems ” .
preservation other than anti-coagulants th_.a  ch .
rules (for example, Rule 5.1) may app’

Examples: blood bags (including those containing or
coated with an anticoagulant).

Rule 5.7 Activeimplantableme -a1.  .ces

AA '710:
* . device—Class IIL

5.7(1) Example: pacemakers.

An active imple ‘le medical device is classified as

Class AIMD

57(.) Example: electrode leads associated with pacemakers,
, . defibrillators, nerve stimulators.
ole accessory to an active implantable

5.3)

An active device to control, monitor or directly
influence the performance of an active implantable
medical device—Class III.

Example: clinician’s programming device for
pacemakers, patient control device for nerve
stimulation devices.

Rule 5.8 Medical devices for export only

A device that is intended by the manufacturer for export only is classified as Class L.
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Rule 5.9 Devices that are mammary implants

A device that is a mammary implant is classified as Class III.
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Classification examples

The following examples are provided to demonstrate the importance of considering all the Classification Rules
for a device to ensure that the device is appropriately classified. The examples will not include all the possible
devices that may be on the market—they are intended to demonstrate how different variables affect the
classification of a device. There may be several Classification Rules that apply to a device—if this happens the
higher classification applies, with the exception of medical devices for export only (Rule 5.8), which are classified
as Class I.

Warming blanket

Intended purpose: To re-warm patients who are cold (hypothermic or recovering post-surgery). Theser . ‘s
may be unconscious.

Description Variable/comments Classification

Rule

A large piece of fabric Not powered Rule 2.1 Class I
material blanket specially
designed to keep a person
warm and/or to prevent
the further loss of body
heat, often in an
emergency situation

Blanket used to blow Electrically powered Rule 4.2(2) Class IIb
warm air onto patient in .
1op Potentially hazardousas p7 ... ayget
hypothermia, post- :
burned or overheated; may ~ve _cripheral
surgery, (person unable to " )
neuropathy (so ns able to fec. .ae intensity
regulate own body ; o :
temperature) of the heat), may . e able to indicate if
the blanket is te~ hot _ -, neonates,
unconscious’ . 1,
If a patie=’sbl 7 pressure is critically low
when ' :the apyis first applied, the
~prlie.  ~~" aay be detrimental to
1. ining adequate blood pressure, as
esul. ¢ vasodilation reduces blood
| °ssure
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Nebuliser

Intended purpose: To deliver particles of medication/moisture (typically bronchodilators such as salbutamol) to
the airways and lungs.

Description Variable/comments Classification Classification
Rule

A compressor that pumps | Electrically powered Rule 4.4(1) Class Ila

compressed air through

the fluid to be nebulised,

thus forming
droplets/vapour and
carrying this into the
airways during inspiration

| Class IIb

A fast-track nebuliser is Electrically powered—delivers medication | Rule 4.4(2)
able to nebulise more fluid | in a more potent form than a standard
per minute, and with finer | nebuliser and the administration of
droplets that reach more medicine at an incorrect rate can be life
deeply into the lungs threatening
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Dressings

Intended purpose: To be applied to a wound in order to promote healing and/or prevent further harm.

Description

Variable/comments

Classification
Rule

Classification

Adhesive dressing strip—
not sterile

Not sterile

Rule 2.4.3(c)

Class 1

Adhesive dressing strip—
sterile

Sterile

Rule 2.4.3(c)

Class I (sterii

Adhesive dressing strip—
with silver

Has silver (microbial agent) to assist in
healing. The silver is a medicine

Rule 5.1 (2)

Compression bandage
used for sprains

Used for compression to assist in injury
management

Rule 2.4(3* 7 1

A wound dressing for deep
wounds and ulcers that
have breached the dermis
containing alginate to
absorb exudate

Contains alginate of microbial origin

A wound dressing for deep
wounds and ulcers that
have breached the dermis
containing alginate to
absorb exudate

Contains alginate of non-mic Hia.
Heals by secondary intent

A wound dressing
including materials of
biological origin, such as
collagen, sodium
hyaluronate, chondroitin
sulphate

s

I

Class |

Rule. “1)\a)

Class III

Rule 2.4(4)

Class IIb

Contains mat i7 . “hiological origin

Rule 5.5(1)(a)

Class II1

A non-sterile, trauma
covering used tr mai. in
the stability of . rn
patient en route tc
hospital. D o5¢* ~is

coa* i«in. .. c itaining
2 fes. ic

Ccentains medicine

Rule 5.1(2)

Class II1

.01 2rile, trauma

vering used to maintain
t.  stability of a full
thickness burn patient en
route to a hospital.
Dressing is coated in a gel
that does not contain any
active medicine
ingredients

Breached the dermis. Does not contain
medicine

Rule 2.4(4)

Class IIb
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Fixation screws

Intended purpose: To hold plates or nails to bone, fasten soft tissue to bone or provide interfragmentary

stabilisation for bone.

Description

Variable/comments

Classification
Rule

Classification

Metal fixation screw;
permanent implant

Permanently implanted

Rule 3.4(2)

Class IIb

Metal fixation screw—
used to hold bone together
for up to 30 days (for
example, to support
healing of a fracture)

Short-term use

Rule 3.3(2)

Class I’

Metal fixation screw—
used to hold bone together
temporarily during
surgery

Transient use

Absorbable fixation screw;
permanent implant,
absorbed into body

Will be absorbed into body

Fixation screw that has
direct contact with central
circulatory or central
nervous systems

Location in body—direct co~
risk areas (central circulat 7 or
nervous systems).

Rule 3.20" |

Class Ila

" le 3.3(4)(d)

Class II1

“N1ui nigh-
.tral

Rule 3.3(4)(a)

Class II1
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Section 5. Conformity
assessment overview

What is conformity assessment of a medical device?

A manufacturer must be able to demonstrate that both the device and the manufacturing processes used * mak.
the device conform to the requirements of the therapeutic goods legislation.

The Australian requirements are set out in the:

e  Therapeutic Goods Act 1989 (the Act)
e Therapeutic Goods (Medical Devices) Regulations 2002 (the Regulations)

Conformity assessment is the systematic and ongoing examination of evidence and pi  ed. to ensure thata
medical device complies with the Essential Principles.

Conformity assessment:

e provides objective evidence of the:

- safety

- performance

- Dbenefits

- risks

- fora specific medical device

e enables regulatory bodies to ensure that pro cts place.. _.1 the market conform to the applicable regulatory
requirements
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There are several stages involved in the conformity assessment of a medical device:

Activity Description Who is
responsible?
Conformity ¢ How a manufacturer demonstrates that they have met the Essential | Manufacturer
assessment Principles for a particular medical devices
procedures )
e Manufacturers can choose the appropriate procedures to use,
depending on the classification of the device
e Involves assessment of the:
- Technical documentation for the design of the devices
- Manufacturing processes used to make the devices
- Risk analysis
- Clinical evidence
- Ongoing monitoring and vigilance procedures that will be i~
place once the device is available for supply
Issuing Conformity assessment evidence is the certificate issued k7a,  ‘lawory | the TGA or an
conformity body to demonstrate a manufacturer has been assessed a; 2 e European Union
assessment appropriate systems in place to manufacture the dev  s. (EU) Notified
evidence Assessment includes: Body
e confirming that the conformity assessme ceuures are
appropriate for the classification r "the  vice nd have been
applied correctly
e systematic examination of the d¢ me .ation provided and
procedures undertakep” v the man...cturer
e may include an on-site au..  fthe manufacturing premises
e assessmentproces s/ aryaccording to the conformity
assessment prec=dur < :lected by the manufacturer
e re-cert’icat of nformity assessment evidence that is due to
expire
Australian Once the . nufacturer has obtained conformity assessment evidence, Manufacturer
Declaration of th .. tn.ake an Australian DoC
Conformit . . .
Y Ti ~ declares that the device complies with:
(Do()
the applicable provisions of the Essential Principles
e the classification rules
e anappropriate conformity assessment procedure
e ifrequested, the TGA must be provided with a copy of the DoC
e the DoC must be maintained and updated when appropriate
Ongoing Maintain appropriate records, including: Manufacturer
conformit ) .
Y e technical documentation
assessment
responsibilities | o  evidence that an appropriate conformity assessment procedure has
been applied
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Activity Description Who is

responsible?

e the Australian Declaration of Conformity
e details of any systematic reviews undertaken

e details of any changes to the device and/or quality management
system

e implement appropriate means to apply any necessary corrective
action in relation to the design or production of a device

e notify the TGA and/or the sponsor as soon as practicable after
becoming aware of information relating to any malfunction or
adverse event

e systematically review information gained after the device is
supplied in Australia

Please note: for more information on these requirements ple se.
Section 22. Post-market vigilance and monitoring requirs ent.

e apply for re-certification prior to the expiry of ev" .ngc. .ormity
assessment evidence

The classification of a medical device determines the conformity ses: ent procedures a manufacturer can
choose to ensure that the device is adequately assessed. Hig  “cl. = _ation devices must undergo more
stringent conformity assessment procedures than lower ¢! 5. *ion devices.

The conformity assessment procedures have beer modelle. -hose developed by the Global Harmonization
Task Force (GHTF), an international forum thatv  established to achieve greater uniformity between national
medical device regulatory systems.

The GHTF principles of conformity assessme ¢z 'so closely aligned with the relevant EU Directives. Although
the Australian and EU conformity assessmerit - ‘o’ 2dures are similar, there are some important differences
manufacturers must be aware of and 2 .mmo..ate, before completing an Australian Declaration of Conformity.
For more information please se- Sect 8. fferences between the Australian and European Union medical
device regulatory requirements.

The Australian Government - 1 has. .cernational agreements in place with other countries. For more
information on these agreeme. nlease see Section 9. International agreements.

The conformity assess 2nt. Idence needs to be registered with the TGA for all medical devices, except Class I
non-measuring : 7 :0: .1e medical devices.

Conformity assessn. _vidence is not required to be submitted to the TGA prior to inclusion in the ARTG for
Class I medi a1~ ices unless they are supplied sterile or have a measuring function. However, an Australian
Decla .tionn <o’ ormity and supporting evidence in a suitable technical file must be maintained by the
m- ufa.  cer.or Class I medical devices. This documentation must be provided to the TGA if requested.

Cor ity assessment evidence is also not required for some systems and procedure packs, however the

aufa _urer must hold and maintain evidence that each medical device in the system or procedure pack meets
v “ssential Principles and that the relevant conformity assessment procedures have been applied. For more
information please see Section 16. Systems and procedures packs.

In accordance with the legislation, for devices manufactured outside Australia the TGA is able to accept the
assessment of regulatory bodies that are considered to have the appropriate authority and expertise. As the
Australian and the EU regulatory requirements are similar, the TGA has determined that certificates issued by EU
Notified Bodies may be accepted as conformity assessment evidence for the supply of devices in Australia. There
are medical devices that are exceptions to this determination. For more information see Section 8. Differences
between the Australian and European Union medical device regulatory requirements.
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EU Notified Bodies may sometimes issue conformity assessment evidence for products that are not regulated as
medical devices in Australia. It should not be assumed that a product is a medical device because a certificate has
been issued—the product must fit into the Australian definition of a medical device.

The EU Notified Bodies have been designated as competent and authorised to carry out conformity assessment
according to the:

e EU Medical Device Directive 93/42/EEC (MDD)
e EU Active Implantable Medical Device Directive 90/385/EEC (AIMDD)

The designation process involves the regulatory authority in an EU Member State assessing an EU Notified B. .
as being competent and then notifying the EU Commission. The Australian Government and the TGA are
involved in the designation process since certification is for the EU and not directly linked to the Austr = n
legislation. Details of the current MDD Notified Bodies can be found at
<http://ec.europa.eu/enterprise/newapproach/nando/>.

Once the conformity assessment evidence has been accepted by the TGA, a sponsor canlode~~n. ™ _ation to
include a medical device in the Australian Register of Therapeutic Goods (ARTG).

More detailed information on conformity assessment is available in the following sec*  1s:
e Section 6. What a manufacturer needs to know about conformity assessment

e Section 7. What a sponsor needs to know about conformity assessment

Types of conformity assessment eviden =

The TGA accepts the following certificates as conformity ass=ssm tev ence:

e aTGA Conformity Assessment Certificate® issued by the  *—..;5is mandatory for some manufacturers
e certificates of conformity issued under the Australia-. " \

o certificates of conformity issued under the Au.  -~lia-EFTA MRA

e EC certificates issued by an EU Notified B .  nde the:

e EU Medical Devices Directive 93/42/FEC T ))

e EU Active Implantable Medi al D ices rective 90/385/EEC (AIMDD).

In cases where there are differr yc. = the classification of a device between Australia and the EU, the conformity
assessment procedure requic  ents . .ay be different in Australia. The manufacturer may be required to obtain
additional conformity assessm  evidence. Where the manufacturer is not able to obtain the appropriate
additional conformity 7 es  encevidence from their EU Notified Body, they may need to obtain a TGA
Conformity Asse smer. “ert .cate. For more information, please see Section 8. Differences between the
Australianand E nean vunion medical device regulatory requirements.

The TGA doe .ot acc_pt the following certificates as evidence that the Australian regulatory requirements have
beenr =t:

e -eru.. te,irom any countries outside Australia, the EU and EFTA

e . tificate from the United States Food and Drug Administration (US FDA) because the US system does not
alig.« with the Australian regulatory framework

e anISO 13485 Medical devices—Quality management systems—Requirements for regulatory purposes
compliance certificate because it does not provide assurance that the Australian legislative requirements
have been taken into consideration. While this standard specifies the requirements that are needed for a
quality management system for device manufacturers, the TGA does not require that manufacturers have a

8 TGA Conformity Assessment Certificate is a reference to a conformity assessment certificate issued by the TGA, as defined in the
Australian legislation.
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certificate that states they have complied with the requirements of ISO 13485 as the TGA or EU Notified
Body will make this assessment as part of the conformity assessment procedures

For some manufacturers, the TGA can only accept TGA Conformity Assessment Certificates. These
manufacturers are detailed below.

All other manufacturers that require conformity assessment evidence have the following options:
e arranging for the TGA to undertake the necessary assessments
e applying to an EU Notified Body

e ifa European manufacturer is applying to an EU Notified Body, the application may be made under th-
Australia-EC or Australia-EFTA MRAs

Manufacturers who must have a TGA Conformity Asse~. nu.at
Certificate

The manufacturer of a medical device is the person who is responsible for the:
e design

e production

e packaging

e labelling

of the device before it is supplied under the person’s name.- "het. +th: or another person acting on their
behalf carries out those operations.

Some medical device manufacturers, must have a TGA Coi  rm _ Assessment Certificate if they want to supply
devices to the market in Australia, regardless of vhether th. . 1ve a certificate issued by an EU Notified Body.
These manufacturers are:

e any manufacturer who manufactures med” " dev _scontaining:
e materials derived from

- animals that have been render 1nc~ viable—there are some exceptions to this requirement. For more

information, please see _es*io. = .edical devices containing materials of animal, microbial or
recombinant origin.
- materials of microbiz” “recc ibinant origin

- stable human blord or, -ma derivatives
- medicinal subs’ .ic.  suvstances that if used separately would be considered medicines) for more
informat ~omle =< Section 14. Medical devices incorporating a medicine.

e all Australiai.. .  ~v‘acturers except for the following:

- _the & ‘turer of a Class I medical device that is not supplied sterile or does not have a measuring
fincuor
L sterile systems and procedure packs for which the special conformity assessment procedures have
e, applied—for details see Section 16. Systems and procedure packs
_vices supplied to individuals:

= aspartof aclinical trial
= through the Special Access Scheme
= by Authorised Prescribers
= by personal importation
For more information please see Section 20. Access to unapproved medical devices in Australia.
- exempt devices, including custom made devices.

The TGA assessment will take into account any existing EU conformity assessment evidence. Manufacturers who
obtain a TGA Conformity Assessment Certificate who plan to supply their devices in other countries, should
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check with each jurisdiction to see if the TGA Conformity Assessment Certificate is acceptable conformity
assessment evidence in that country.

What is the manufacturer responsible for?

Manufacturers should demonstrate that they have the appropriate processes in place to ensure compliance with
the Essential Principles and conformity assessment procedures before they apply to the TGA or an EU Notified
Body for conformity assessment evidence.

Once a manufacturer obtains the necessary conformity assessment evidence, they need to ensure that their
conformity assessment procedures are appropriately maintained and that the ongoing requirements are meu .
example, reporting adverse events, regular quality systems audits). For more information on these requi nts
please see Section 22. Post-market vigilance and monitoring requirements.

The manufacturer is responsible for obtaining the conformity assessment evidence and ensuring” = foi .ation
on the certificate remains current and valid.

The manufacturer must also prepare an Australian Declaration of Conformity that includes ~e manufacturing
details for the medical device. For more information on Declarations of Conformity plez *ed _don6.Whata
manufacturer needs to know about conformity assessment.

The legislation requires that the TGA must be notified in writing by the appropria. -~ga. :presentative, within 3
months of the event occurring, if the manufacturer:

e dies
e isdeclared bankrupt
e isabody corporate that is wound up

A manufacturer may also be the Australian sponsor.

For more detailed information about the role and respons.  "** s of the medical device manufacturer please see
Section 6. What a manufacturer needs to know a= 't conformity assessment.

What is the Australian spe=sc responsible for?

The Australian sponsor is responsible for

e having procedures in place. ‘'nclu  1ga ritten agreement with the manufacturer, to obtain information
from the manufacturer when qu .oy the TGA

e ensuring that

- they have availa’ ffic _nt information to substantiate compliance with the Essential Principles or
have procedur. inp ceto ensure that such information can be obtained from the manufacturer within
20 work:  .ay.

- anapprop.. -~ nformity assessment procedure has been applied to the medical devices by the
man’ _cturer

- the a1 turer has appropriate conformity assessment evidence for the medical device

- *cor .mity assessment evidence remains valid while the device is supplied in Australia

. ain.. ¢ a copy of the conformity assessment evidence from the manufacturer
subinitting the conformity assessment evidence to the TGA
e applying to include the device in the Australian Register of Therapeutic Goods (ARTG)

e meeting all the ongoing monitoring and reporting requirements applicable to sponsors once a device is
included on the ARTG. For more information see Section 22. Post-market vigilance and monitoring
requirements.

e providing samples of the medical device to the TGA upon request
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e allowing a person authorised by the TGA to enter and inspect any premises, including outside Australia,
where the devices are manufactured or located

e ensuring any advertising material relating to the medical device complies with the TGA requirements. For
more information, see Section 12. Information about a medical device.

Please note: If a certificate passes its expiry date, the medical devices the certificate covers may
be cancelled from the ARTG.

The Australian sponsor may also be the manufacturer.

-

For more detailed information about the role and responsibilities of the Australian sponsor, please ses ~ ctic
What a sponsor needs to know about conformity assessment.
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Section 6. What a manufacturer
needs to know about
conformity assessment

This section should be read in conjunction with Section 5. Conformity assessment overview.

Overview

Conformity assessment is the systematic and ongoing examination of evidence and pro “es . ensure thata
medical device complies with the Essential Principles.

Manufacturers should demonstrate that they have the appropriate processes in pi.  to ¢ .sure compliance with
the Essential Principles and conformity assessment procedures before theyap  ~to  _ TGA or an EU Notified
Body for conformity assessment evidence.

Once a manufacturer obtains the necessary conformity assessment evid ce,! :y need to ensure that their

conformity assessment procedures are appropriately maintained 2~ * *ha.  _ ongoing requirements are met (for
example, reporting adverse events, regular quality systems audit Fo. 1ore information on these requirements
please see Section 22. Post-market vigilance and monitorin, qu  ~ ts.

The manufacturer is responsible for obtaining the conforr ya  -sment evidence and ensuring the information
on the certificate remains current and valid.

The manufacturer must also prepare an Australia.  =claration of Conformity that includes all the manufacturing
details for the medical device.

The legislation requires that the TGAmustt n-a  Tin writing by the appropriate legal representative, within 3
months of the event occurring, if the mar=-fact - .

e dies
e isdeclared bankrupt
e isabody corporate thati. ~und up

A manufacturer maya’ »be e Australian sponsor.

For some manui.  rers, _.¢ TGA can only accept TGA Conformity Assessment Certificates. These
manufacturers are. - ‘ad in Section 5. Conformity assessment overview.

Corfo. - .. "assessment procedures for each class of medical
cd Vi
_cor. urmity assessment procedures and Australian Declaration of Conformity requirements are detailed in

. dule 3 of the Therapeutic Goods (Medical Devices) Regulations 2002 (the Regulations). For more
infcrmation, see Conformity assessment procedures in this section.

Depending on the classification of a device, there are a number of different conformity assessment procedures a
manufacturer may use to demonstrate compliance with the Essential Principles. The table below summarises
the most commonly used conformity assessment procedures for each medical device classification.
Manufacturers may choose to complete procedures that are more comprehensive than the minimum, but this is
not required by the TGA. The table also indicates the relevant clause of Schedule 3 that describes which
Australian Declaration of Conformity is appropriate for each option.
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Class of Medical Device Most commonly used conformity assessment Declaration of

procedures Conformity legislative
reference
Class 1 Part 6 (Declaration of Conformity Procedures Not Schedule 3, Part 6, clause
Requiring Assessment by the Secretary) 6.6
Class I (measuring) Part 6 (Declaration of Conformity Procedures Not Schedule 3, Part 6, c] “1e=
and Requiring Assessment by the Secretary) + 6.6

Class Ila (non-sterile) Part 5 (Product Quality Assurance Procedures)

Class I (sterile) Part 6 (Declaration of Conformity Procedures Not Schedule ,. .t6, clause

and Requiring Assessment by the Secretary) + 6.6

Class Ila (sterile) Part 4 (Production Quality Assurance Procedures)

Class IIb Part 1 excluding Clause 1.6 (Full Quality Assuran~ | “edule 3, Part 1 clause
Procedures) 1.3

Class 111 Part 1 (Full Quality Assurance Procedur | + Schedule 3, Part 1 clause

and Clause 1.6 (Examination of Design) 18

Class AIMD

Systems or Procedure Packs | Part 7 (Procedures for Mr .ca. vices Used for a Schedule 3, Part 7, clause
Special Purpose) 7.5

The following conformity assessment procedures a.  arely used as they are generally more expensive for
manufacturers, but are options thatcanbe ce: = rea

e Part 2 (Type Examination) for specific nio* :ls or Class IIb, Class 111, and Class AIMD devices, in conjunction
with Part 1 or Part 3 or Part4 or P~ .».

e Part 3 (Verification Procedu.rs " f -sterile Class I measuring and Ila devices or, when used in
conjunction with Part 2, fo- n¢  *erile Class Ilb, Class 111, and Class AIMD devices.

More information on all these  -ions is provided in the next table.
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Conformity assessment procedures

Summary of each conformity assessment procedure

Requirements

Applicable

classifications

Considerations for man

Part 1, Full quality
assurance procedure

Encompasses design,
production, packaging,
labelling, and final
inspection of a medical
device

Manufacturer must implement a full
quality management system (that is, all
clauses of ISO 13485 including clauses 7.3
and 7.5.2) and arrange for the quality
management system to be audited by the
TGA or EU Notified Body.

The TGA or EU Notified Body also
assesses the manufacturer’s technical
documentation for the medical devices,
including clinical evidence.

Part 1, Clause 1.6,
Examination of Design

Involves an examination of
the design dossier for
medical devices to which
the manufacturer has
applied a Part 1 conformity
assessment procedure

The technical documentation for the C s ’
11 and AIMD device (also referred  as.
design dossier) must be submit™ 1 for

examination to assess the c.omp. = Jf
the device with the Esser‘a.

Part 2, Type examination

Involves an examination of
a representative sample of
a medical device

1

All

Please note: for

This confe™ i, sessment procedure can be applied to all
devices tha

“ey.nanufacturer

Testing can o
EUN¢” ..ed Roay, OR

P> Tua ~ .U Notified Body can conduct
tes  nue device at the manufacturer’s
“e a. Jd supervise or review the testing,

Class Il and Th* me. ‘hat new devices that are Class I measuring and/or
Class AIMDs, cter). ~ sslla or Class IIb that fit into the scope of the certificate
Clause 1.6 must sno»ld not require additional assessment(s) by the TGA or EU
also be applied Ne .ed Body.
Resources required establishing and maintaining appropriate
procedures.
The quality management system must be maintained.
Periodic surveillance audits will be performed by the TGA or EU
‘ Notified Body.
ass 11, The overhead cost of the assessment may be high.
Class AIMD This must be done in conjunction with Part 1 assessment of the
quality management system; by either the TGA or the same EU
‘nciples. Notified Body.
~ ducted by the TGA or Class IIb, Only applies to a specific medical device model.
Class III, The overhead cost of the assessment may be high.
Class AIMD

The production of subsequent devices still require conformity
assessment under:
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Requirements

Applicable
classifications

Considerations for manufacturer

OR

The TGA or EU Notified Body will
subcontract the testing to an accredited
test laboratory (either in Australia or
overseas).

L

Part 4 for sterile devir ..

Part 3, Part 4, or "~rt sther devices.

Part 3, Verification
Procedures

Involves an examination
(including testing) of the
medical device(s) prior to
release for supply

The TGA or EU Notified Body will need to
assess production records for each device
(either on a statistical basis or a 100%
sampling rate) and authorise release of
the product or batch of products for

supply.

Class 1
(measuring),
Class Ila,

Class IIb,
Class III,
Class AIM

Pleasei ~ 11
n0t be useu 1or
~ile devices

Mz “ea
man.

opriate if the manufacturer does not have a quality
ent system.

On applies to the production processes for a specific medical
vice.

Only applies to a particular production batch or particular
production units.

Certification must be repeated prior to every new batch or device
being released onto the market.

As many test procedures need to be designed, established and
qualified before testing can begin, the overhead cost of the
assessment may be high.

The design of Class I (measuring) and Class Ila devices still
requires conformity assessment under Part 6.

The design of Class IIb, Il and AIMD devices still requires
conformity assessment under Part 2.

Part 4, Production quality
assurance

A quality management
system encompassing the
production and final
inspection of a medical
device

Manufactu »rmi i ement a quality

manageme  vstewu (l.e. all clauses of SO
13485 e ~lua, .ause 7.3 but including
claus/ /. and arrange for the quality

JA7nag e’ _system to be audited by the
Tu  rau EU Notified Body.

~ TuA or EU Notified Body also
re 1ews a sample of the manufacturer’s

Class I
(measuring
and/or sterile),
Class Ila,

Class IIb,
Class 111,

Assessment can cover a wide range of devices—not limited to a
specific device.

For Class I (measuring and/or sterile) and Class Ila devices this
only covers production—the design of each device still requires
Part 6 conformity assessment.

For Class IIb, III and AIMD devices this only covers production—
the design of each device still requires conformity assessment
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Requirements

Applicable
classifications

Considerations for manufacturer

L

medical device and
establish a post-market
monitoring system

technical documentation for the devices. Class AIMD under Part 2.
e  May be resource ~te, .0 initially establish appropriate
procedures.
e Thequali” 1al. >mentsystem must be maintained
e Perioa. rv..ilance audits will be performed by the TGA or EU
Nc¢ ~d) .y
Part 5, Product quality Manufacturer must implement a quality Class I « As' ssment can cover a wide range of devices—not limited to a
management system management system (that is, ISO 13485 (measuring), . ecific device.
. excluding clauses 7.3 and 7.5.2) and
gSny_terln_ encorrtl.passmdg arrange for the quality management Class IIa For Clas.s I [measuripg) and Class Hé.l devi.ces thi§ only covers
€ linal ispection and system to be audited by the TGA or a EU Class 1Tk production—the design of each device still requires Part 6
testing of a medical device Notified Body. conformity assessment.
Please 1. in
The TGA or EU Notified Body also ‘ot be usea tor e For Class IIb devices this only covers production—the design of
reviews a sample of the manufacturer’s . le devices each device still requires conformity assessment under Part 2.
technical documentation for the devices i ) L ) )
e May be resource intensive to initially establish appropriate
procedures.
e The quality management system must be maintained
e Periodic surveillance audits will be performed by the TGA or EU
Notified Body
Part 6, Declaration of Manufacturer en’ re. at che device(s) Class ], e For Class I non-measuring and non-sterile devices the evidence
Conformity (not requiring | comply wi'~>the  -er al Principles and (Declaration of Conformity) is not required to be submitted to the
_ Class 1 .
assessment by Secretary) prepares 0 mentauon that (measurin TGA but MUST be available upon request.
. ) demons*ates ormity. 5
Preparing technical and/or sterile), e ForClass I (measuring and sterile) and Class Ila devices,
documentation for a Class Ila

conformity assessment under Part 3, Part 4 (sterile devices) or
Part 5 is also required.
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Requirements

Applicable
classifications

Considerations for manufacturer

Part 7, Conformity
Assessment Procedures for
devices used for a Special
Purpose

Applies to custom-made medical devices,
systems and procedure packs

All

Please note:
sterile systems
and procedure
packs also require
Part 4

L

e For custom-made me:” ... .evi es, see Section 18. Custom-made
medical devices.

e Forsystemsan . ~dure packs, see Section 16. Systems and
procedures

certification
Part 8, Clinical Evaluation | The conformity assessment procedures All o >ee “ection 3. The Essential Principles, Principle 14-Clinical
procedures the manufacturer must follow for ev’ 2nce
obtaining and evaluating clinical data.
- @
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Part 1 Full quality assurance procedures (excluding Clause 1.6)

A manufacturer applies this procedure to Classes AIMD, Class III, Class IIb, or Class Ila medical devices by
implementing a full quality management system that takes into account the regulatory requirements for the:

e design

e production

e packaging

e labelling

o final inspection processes

e implementation of an ongoing monitoring system.

A certificate will be issued by the TGA or an EU Notified Body if the quality management system  4ti’ actory.
The certification will declare that the quality system conforms to the requirements of:

e Part1 of the TGA regulatory requirements or
e Annex Il section 3 of the EU Medical Device Directive (MDD) 93/42/EEC or
e Annex 2 section 3 of the EU Active Implantable Medical Devices Directive: ‘38 _EC (AIMDD)

The assessment is against the requirements of the Australian legislation wie FU virective. The assessment will
include audit of the quality management system (all clauses of ISO 1346 ~re .ivalent standard) and an
assessment of the manufacturer’s technical documentation for the ©  “-e., _.cluding clinical evidence.

The conformity assessment certification remains valid only” “itic bie _to periodic and satisfactory
surveillance audits.

Changes to the quality system that broaden the scope of tt  uz iy system or substantially alter the approved
system, design or production arrangements may  ~quire fur....« assessment or approval by the conformity
assessment body.

Once a manufacturer has obtained conformit = ssu. at evidence under this Part they must then prepare an
Australian Declaration of Conformity inaccc J7 i¢c  .ith clause 1.8 of Schedule 3 of the Regulations.

Please note: These requirements are milc ‘o the EU AIMDD/MDD Annex II section 3 requirements.

Part 1, Clause 1.6 Exami.  ‘on of design

This procedure applies’ , < sl and AIMD medical devices and requires the TGA or an EU Notified Body to
examine the desi~n for ch :vice. The assessment is based on the design and development records produced
under the manui  'rer > yuality management system and compiled/summarised into a ‘design dossier’. The

manufacturer must :a separate application for the assessment of the design for each model of device.
Chang sto >~ ¢ znorproduction of Class III and AIMD devices may also require further assessment or
aprrov-

Re-  min. on of the design will be required after 5 years, based on post-market surveillance data, changes to

" _a  *andards and any other changes that may affect compliance with the Essential Principles.

v amanufacturer has correctly applied this part, they should prepare an Australian Declaration of
Covnrormity in accordance with clause 1.8 of Schedule 3 of the Regulations.

Please note: These requirements are similar to the EU AIMDD/MDD Annex II section 4 requirements.
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Part 2 Type examination procedures

The options available for Classes AIMD, Class III, or Class IIb medical devices with this conformity assessment
procedure are that:

o the TGA or EU Notified Body will conduct tests on the device at the manufacturer’s site and will supervise or
commission the testing

e the testing can be conducted within the TGA or an EU Notified Bodies own laboratory

e the TGA or EU Notified Body will subcontract the testing to an accredited test laboratory (either in Aust
or overseas)

The manufacturer must make an application for the TGA or an EU Notified Body, to examine a represer* uav
sample of the type of device (the ‘type’). The type must:

e have been designed and produced according to the Essential Principles
e Dbea finished device
e be constructed of the same materials and manufactured in the same way as intend( .. 7eneral production

The TGA or EU Notified Body will determine if the design of the type satisfies the” -en. Principles. This will
be done through examination of the supporting documentation and testing for  om, nce to a safety and
performance standard or standards applicable to the device. Testing or the sup. "~ n of the testing may occur
on the manufacturer’s premises subject to the agreement of the manufac” .cr ana wne TGA or EU Notified Body.

paj

The manufacturer must also seek further certification for the productior. aal inspection and testing of the

device.
e For Class AIMD, Class 1], or Class IIb devices thatare s. 'iec ¢, the manufacturer must seek further
certification against Australian Part4 / MDD Annex V-~ .  rction Quality Assurance Procedures

e For Class AIMD, Class I, or Class IIb devices thataren.  pplied sterile the manufacturer may seek further
certification against either Australian Part 3, DD Annex 4—Verification Procedures or Australian Part 4 /
MDD Annex V—Production Quality Assurance -edures.

e For ClassIIb devices that are not supplic s : the manufacturer may seek further certification against
Australian Part 5 / MDD Annex VI—Produ -7 aality Assurance Procedures.

Please note: These requiremer..s “ve. ~ . to the EU AIMDD/MDD Annex Il requirements.

Part 3 Verification proce.. -=s

This part requires the’ ‘A ¢ iU Notified Body to assess the production records for each Class I, Class IIa, Class
IIb, Class I, or € - A, .edical device, batch by batch (either on a statistical basis or a 100% sampling rate).
The devices cani. ~ r=leased for supply until the certification is issued.

Manufactur .s =" “lasses AIMD, III, or IIb devices that are not supplied sterile and where Australian Part 2 /
MDD anex . n2 2been applied may use this procedure. The TGA or EU Notified Body will determine if the
de ‘cec ‘ori to the ‘type’.

Ma: turcrs of Class Ila devices or Class I devices with a measuring function that are not supplied sterile and
cha. tollowed the procedure described in Australian Part 6 may also use this procedure. The TGA or EU
1 fied Body will determine if the device conforms to the manufacturer’s technical documentation.

The TGA or EU Notified Body will conduct examinations and tests, as the manufacturer chooses, on each:

e product (thatis, 100% testing)
e product selected on the basis of a statistically determined sample of each uniform batch submitted

The manufacturer is also required to implement an ongoing monitoring system.
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When a manufacturer has correctly applied this part they should then prepare an Australian Declaration of
Conformity in accordance with clause 3.5 of Schedule 3 of the Regulations.

Please note: These requirements are similar to the EU AIMDD/MDD Annex 1V requirements.

Part 4 Production quality assurance procedures

In this conformity assessment procedure, the manufacturer must implement a quality management system for
the production and final inspection of Class I (measuring and/or sterile), Class Ila, Class IIb, Class III, and Cla
AIMD medical devices that specifically includes regulatory requirements and an ongoing monitoring system.

The manufacturer must make an application for an assessment of the quality management system by th< (v r
an EU Notified Body. The assessment is against the requirements of the Australian legislation or the EL  -ective.
The assessment will include audit of the quality management system (ISO 13485, excluding claus . or
equivalent standard) and review of the manufacturer’s technical documentation for the devices.

Certification will be issued if the quality management system is satisfactory. The certificati Wl aeclare that
the quality system conforms to the requirements of Part 4 of the Regulations, or MDD A -V, . .d not againsta
conformity assessment standard.

Manufacturers of Class AIMD, Class I1I, or Class IIb devices that have performed ty, ~xa. .nation under Part
2/MDD Annex III may utilise the Part 4 conformity assessment procedures.

When Australian Part 2/MDD Annex Il have been completed together wi' _ _ais pa.(, manufacturers of Class
AIMD, Class 111, and Class IIb devices may then prepare a Declaration of  nfoi .ity in accordance with clause 4.7
of Schedule 3 of the Regulations.

Manufacturers of Class I1a devices, Class I devices with am~ suri -fur ion or Class I devices that are supplied
sterile that have followed the procedure described in Austra. ~Fo may also use this procedure.

For Class Ila and Class I devices, a Declaration of Conform is1 ue under Part 6 with reference to the
certification issued under Part 4/MDD Annex V ir accordan.  ith clause 6.6 of Schedule 3 of the Regulations.

The certification only remains valid if it is subject .. ~riodic surveillance.

Changes to the quality system thatalter orar a “ioual product to the range covered by the approved system
may require further assessment or approva..

Please note: These requiremer -are milc ‘o the EUAIMDD/MDD Annex V requirements.

Part 5 Product quality a. vanc. procedures

This part may be applic
e non-sterileC ~:Ii 7' ;Ila, and Class I devices with a measuring function
e non-sterileCias 7 devices when Part 2 has been applied

e 1 -stc o1 .slladevices or Class I devices with a measuring function where Part 6 has been applied

[ii 'scc vmity assessment procedure, the manufacturer must implement a quality management system for
the asscs of final inspection and testing for particular identified products. The quality management system

>tsy _ifically include regulatory requirements. In particular, the quality system must implement an ongoing
. itoring system.

Under this procedure, the manufacturer performs final inspection and testing on 100% of the product or on a
representative sample of each batch according to the quality system.

The manufacturer must make an application for an assessment of the quality management system by the TGA or
an EU Notified Body. The assessment is against the requirements of the Australian legislation or the EU Directive.
The assessment will include audit of the quality management system (ISO 13485, excluding clause 7.3 and 7.5.2,
or equivalent standard) and review of the manufacturer’s technical documentation for the devices.
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If the quality management system is defined, implemented and effective, certification will be issued for a
particular product or range of products. The certification issued will declare conformity with the quality system
requirements of Part 5 of the Regulations or MDD Annex VI for particular products and not against a quality
management system standard (for example, ISO13485) used for the implementation and assessment of the
system.

When conformity assessment procedures have been successfully completed for Class IIb devices the
manufacturer may prepare a Declaration of Conformity in accordance with clause 5.7 of Schedule 3 of the
Regulations. This Declaration and the certifications issued under Part 2 and this part form the basis for applying
for supply in Australia.

For Class Ila and Class I devices that have a measuring function, a Declaration of Conformity is made unde* Part

1

with reference to the certification issued under Part 5/MDD Annex VI, in accordance with clause 6.6 of S .« ‘e
3 of the Regulations.

Certification only remains valid if it is subject to periodic surveillance.

Changes to the quality system that alter or add additional product to the range covered by t* ap,  _d system
may require further assessment or approval.

Please note: These requirements are similar to the EU MDD Annex VI requirements

Part 6 Declaration of conformity (not requiring assessment by © cre ;) procedures
This part:
e can be used for Class I, Class I supplied sterile, Class [withar a. ‘ngtunction and Ila devices

e alsorequires Part 3, 4 or 5 conformity assessment proc.  ve: - followed (except Class [ non-measuring
and non-sterile devices)

In this conformity assessment procedure, the ma» ufacturer . .ie device ensures that the device complies with
the Essential Principles and prepares documenta.  that allows the conformity to be self-assessed by the
manufacturer.

When conformity assessment procedures h: 2! < successfully completed, the manufacturer may prepare a
Declaration of Conformity under this part Thi' > laration forms the basis for a sponsor’s application to supply
the device in Australia.

The manufacturer is also require” 21, ~ .ient an ongoing monitoring system. For:

e (lassIla devices, the mar * actu. must seek further certification against either Part 3, 4, or 5 (MDD
Annexes 1V, V, or VI)

e (lassIladevicestl -ar. upplied sterile the manufacturer must seek further certification against Part 4
(MDD Anne: "~

e C(lasslder“zest..  .aveameasuring function the manufacturer must seek further certification against
either F rt~  or5 (MDD Annexes IV, V or VI)

e Cla. dev csthatare supplied sterile the manufacturer must seek further certification against Part 4 (MDD

.en a aanufacturer has correctly applied this Part they should then prepare an Australian Declaration of
L ormity in accordance with clause 6.6 of Schedule 3 of the Regulations.

Please note: These requirements are similar to the EU MDD Annex VII requirements
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Part 7 Medical devices used for a special purpose

Type of device Requirements More information is available

from

Custom made medical devices The manufacturer must: Section: Section 18. Custom-made

. . medical devices
e prepare a written statement in

relation to the device

e prepare and maintain
documentation in relation to
the device

e notify the TGA about any
adverse events or problems
with the device or its use

e establish and maintain a post-
market monitoring system

Systems and procedure packs The manufacturer must: . io’ . section 16. Systems and

. rc  .ure packs
e make an Australian p p

Declaration of Conformity

e establish and maintai ap. -
market monitc. sy ™

Please note: The requirements for custom made 1. “cal devices are similar to the EU MDD Annex VIII
and AIMDD Annex VI requirements.

The requirements for systems and procedu' p: .. -re similar to the EU MDD Article 12 requirements.

Part 8 Clinical Evaluation r oce ‘ve:

Every medical device requires - in. " evidence appropriate for the use and classification of the device,
demonstrating that the devic ~ ympl _s with the applicable provisions of the Essential Principles. For more
information, please see Se~*ior,  The Essential Principles.
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TGA Conformity Assessment Certificates

Application process flowchart

Applicant* arranges Applicant* submits TGA writes to Applicant provides
pre-submission eBusiness Applicant providing requested
meeting with TGA application and pays Submission ID and supporting
staff R application fee requests supporting R information
. documentation
(optional)
oy
If requirements are ACMD** consulted TGA conducts - _iicant pays
met, TGA issues TGA for higher risk assessments, | assessment fees
Conformity products including an onsite
Assessment < (if required) conformity —
assessment |
procedure a© '+, i1
regri ~d
Yy
Ongoing TGA Recertification prior " T t»  ettime frames from the date eBusiness
surveillance > to expiry of Ywpucation submitted
activities/ audits certificate . 90 working days
- if Design or Type examination required

N under Clause 1.6 then an additional 30

: working days

- if ACMD advice required then an additional
60 working days

*Applicant may be a manufacturer or theirag ..

representative

Pre-submission meetings

Manufacturers are invited an.
Conformity Assessment

couraged to meet with the TGA prior to submitting their application for a TGA
Sice. - A meeting will assist to:

e ensurethat! enp,
process

ar anderstands the process and the time frames for the conformity assessment

e introdu _ .+ devices to the TGA so that issues are considered before the application is lodged and

¢ _um. .ac . canbe provided with the application to address any concerns
P, 'bn. ‘on meetings may be face to face or via teleconference.

M . provide a valuable opportunity to discuss any anticipated difficulties and agree on an acceptable

'roach, which should assist in a timely completion of the assessment. However, please be aware that at the
tii.  of the meeting, the TGA cannot guarantee the acceptability of the application or anticipate the outcome of
the assessment. To arrange a meeting please send an email to <devices@tga.gov.au>.

Applicants requesting a pre-submission meeting should be prepared to provide:

e ademonstration or presentation on the device, the use and design, with a sample if appropriate and possible

e asummary of the testing done and evidence held, including clinical evidence
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e anoutline of the dossier to be presented (for a Class III or Class AIMD device) or the technical file for a lower
classification device—this should include the:

- Specifications for the device

- GMDN code

- C(lassification

- Functional description

- Intended purpose

- Essential Principles checklist

- Risk management report

- Labelling, instructions for use, and advertising material

- Animal/human/recombinant/microbial-origin materials

- Sterility

- Details of third-party certifications and previous audits

- Details of TGA certificates, licences, etc.

- Proposed conformity assessment route(s)

- Table of Critical Steps (manufacturing stage—manufacturer’s facility or key suppli¢
- Latest version of the quality manual

- Procedure for a feedback system

- Procedure for the issue and implementation of advisory notices and notifi- -io.. adverse events
- Design and development records/files

e asummary of readiness for quality management system audit of the - afa.  er and/or description of
other regulatory QMS certification for the manufacturer

e an expected date of submission of an application.

There are no fees for a pre-submission meeting.
Documentation for applications

Manufacturers who apply for a TGA Conformity A -sessmen.  _cificate are required to prepare technical
documentation to demonstrate that the medical «  ~e complies with the Essential Principles. This will vary on a
case by case basis, depending on the:

e type of device
e risk associated with its manufactv. .ndu.c

e period thatit has been on ti.e a1

The technical document="" ~w. .Iways include the following:

e clinical evidence
e riskmanage.. rrcords (seelSO 14971 for details)

e Essenti P ‘ples compliance summary (e.g., Essential Principle checklist or similar). For more
il mauor - .1 the Essential Principles see Section 3. The Essential Principles.

. ‘der.  to support compliance with any standards or test methods utilised for compliance (for example,
.« °ports or assessment reports, labels and Instructions for Use)

t “lass I medical devices assessed under Part 6, the manufacturer self-assesses the technical documentation
for compliance and makes a Declaration of Conformity accordingly.

For Class I sterile, Class I measuring and I1a medical devices assessed under Parts 4 or 5, the manufacturer self-
assesses the technical documentation for compliance, but must also utilise the certified quality management
system (ISO 13485) for the production of the device. The technical documentation must be controlled under the
quality management system and must be available for review by the TGA, who verifies its existence and
completeness without a thorough review of the design of the device.
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For Class IIb, Class 111, and Class AIMD medical devices assessed under Part 1, the manufacturer produces the
technical documentation via the certified quality management system procedures for design and development
(ISO 13485 clause 7.3). The production of the device is also performed via the quality management system. The
technical documentation must be available for review by the TGA, who verifies its existence and completeness,
and who may also sample the documentation for more thorough review of the design of the device.

For Class III and AIMD medical devices assessed under Part 1, Clause 1.6, the manufacturer submits the technical
documentation for review by the TGA, who performs a thorough review of the design of the device. The
production of the device is then performed via the certified quality management system.

The GHTF has released the Summary Technical Documentation for Demonstrating Conformity to the Essents
Principles of Safety and Performance of Medical Devices (STED), which provides guidance on the technic?'
documentation that should be assembled and submitted to demonstrate conformity to the Essential Priv ..
While it is not mandatory for manufacturers to adhere to all the requirements outlined in the STED, it . -ide.
useful guidance on the documentation required by the TGA. The STED can be accessed at
<http://www.imdrf.org/>.

Manufacturers of devices containing materials of human blood or plasma de’ ives, animal,
microbial, or recombinant origin; or medicinal substances

Manufacturers of devices containing materials of human blood or plasma derivatives, 'may, microbial or
recombinant origin or medicinal substances should be aware that these devices ai  'ass .ed as Class IIl in
Australia. The manufacturer is required to obtain two certificates from the TG »ith

e Full Quality Assurance certificate (Part 1) + Design Examination cert’ _ute fCiause 1.6), or
e Production Quality Assurance certificate (Part 4) + Type Examinatic. .ficate (Part 2)

Only one conformity assessment application is required to ~"tair oth rtificates.

If these manufacturers hold a current EC Certificate under *' D v3/42/EEC, the TGA may, upon review of the
documentation generated by the EU Notified Body, condu n: .dged assessment of the manufacturer’s
quality system and technical documentation. In srme cases . . GA may waive conducting an on-site audit.

For devices that contain:

e animal-derived waxes
e heparin
e gelatin

and conform to pharmacopeial ‘a. +ds, a manufacturer may submit a MRA certificate of conformity to the TGA
as support for a conformity ¢ ssme..t application. This may result in the TGA conducting an abridged
conformity assessment.

However, the TGAres¢ ‘est :rightto conduct a full assessment if the TGA is not fully satisfied with the
evidence of com, e, .ided.Ifan abridged assessment is considered sufficient for the application, the TGA
may reduce the ay, ' 'e assessment fees.

Ataminimy n TGA requires evidence to support the quality and safety of animal derived material, in

accorw.a’ ce with’ e TGA approach to minimising the risk of exposure to Transmissible Spongiform

E:- »ha. ~thies (TSEs) through medicines and medical devices, available on the TGA website. For more

infc tioi. please see Section 15. Medical devices containing materials of animal, microbial or recombinant
1n.

o

t.ease note: The Australian requirements for devices that contain materials of microbial or recombinant
origin may differ to those in the EU. For more information please see Section 8. Differences between the
Australian and European Union medical device regulatory requirements.
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Manufacturers can contact the TGA to obtain advice on conformity assessment evidence

e email to <devices@tga.gov.au>
e the Medical Devices Information Line on 1800 141 144
MRA certificates of conformity issued by the TGA

Australia has signed a Mutual Recognition Agreement (MRA) with the European Union (EU) and the European
Free Trade Association (EFTA), covering several industry sectors including the medical devices sector. For more
information on MRAs please see Section 9. International agreements.

Under the MRAs, the Australian Government has designated the TGA as the Conformity Assessment Body
responsible for assessing devices manufactured in Australia to the requirements of the Medical Devices ' .. ‘ve
and the Active Implantable Medical Devices Directive. Australian manufacturers who receive a MRA ce. "catc
from the TGA are then able to affix the CE Mark and supply in Europe.

However, the TGA can only issue EC certificates to manufacturers established within Australiao  »w .ealand.
For a manufacturer to be eligible for an EC certificate under the Australia-EU/EFTA MRAs ! Anudcturer must
demonstrate that the device is fully (or mostly) manufactured within Australiaand/or®»  Ze« .id. Some kinds
of devices are also excluded from the agreement, or are subject to confidence buildir'  cti.  -s.

EC MRA certificates are not issued by the TGA in accordance with the Therapeutic  ~ds ¢ 1989, but are
covered by a contractual arrangement between the manufacturer and the Cor~ onv  'th of Australia (which is
represented by the TGA). The TGA issues EC certificates under the MRAs as ~n €. ion to an application for an
Australian TGA Conformity Assessment Certificate.

An application for an EC certificate is submitted with an application f~r a <onformity Assessment Certificate.
The TGA conducts both assessments at the same time as the requ’ :m. ‘s are similar but there are some
differences. If the applicant is issued with a TGA Conformit, <se ~e’ Certificate and is found to also satisfy
the additional EU/EFTA requirements, the TGA will issue a» eruucate. Additional fees are payable for this
assessment. For more information please see Section 2. F¢ an _ .iarges for medical devices.

If a manufacturer intends to obtain EC certificati’ from the 1 A, it is important that they establish an European
Representative in the EU/EFTA and seek advice oi1.  ~ particular requirements applying to the EU/EFTA
area/state where they intend commercialising "~ ~mc  al device.

Manufacturers should obtain a copy of the r .e” 1n .J Directives before applying to the TGA for EC certification.
More information on the Europeanreq’”” ‘me. _an be obtained from
<http://www.newapproach.org/Dire (ves " lirectiveList.asp>.

On-site audits

On-site audits are necessary.  all m. aufacturers applying for a TGA Conformity Assessment Certificate. The
TGA will conduct arisk as~~ssi. +on the device and the manufacturer to determine if the on-site audit must be
conducted prior to the’ sA  nformity Assessment Certificate being issued. The risk assessment will take into
account audits tf ~thav hec conducted by EU Notified Bodies and Health Canada recognised registrars. The
TGA will focus o0 > assessment of the critical production processes in the audit report, as well as any other
issues that har~bee.  _ntified.

Audit: re. ae tory condition for a manufacturer holding a TGA Conformity Assessment Certificate. These
aurlitst "occ .egularly—generally at least 18 months apart and no more than five years apart. Audits may be
co. ctec  orefrequently if issues arise. Fees are payable to the TGA for on-site audits.

B

ap, -antwill be notified in the formal acceptance letter if an on-site audit is required before a certificate is
‘ed and the TGA will contact the applicant to arrange a suitable audit time.

Applications for certificates

A manufacturer should only lodge an application for a TGA Conformity Assessment Certificate when they are
satisfied that their quality management system and associated technical documentation satisfies the
requirements of the Therapeutic Goods (Medical Devices) Regulations 2002.

All manufacturers can lodge an application for a TGA Conformity Assessment Certificate directly with the TGA.
An overseas manufacturer may choose to engage an Australian agent to lodge the application on their behalf,
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however this is not a TGA requirement. Applications can also be lodged on behalf of the manufacturer by another
party. The certificate is issued to the manufacturer, not the agent.

An application fee is payable for lodging the application—details of the current fees are available on the TGA
website. Further fees are payable for any assessments that are required and these fees vary, depending on the
conformity assessment procedures the manufacturer has chosen to use. For more information on fees, please
see Section 2. Fees and charges for medical devices.

If a manufacturer has not had any previous certifications from the TGA or an EU Notified Body (or other
equivalent certifications) it is essential that they contact the TGA so they can obtain advice on their options f ~
obtaining conformity assessment evidence, via:

e email to <devices@tga.gov.au>
e the Medical Devices Information Line on 1800 141 144

The documentation that a manufacturer needs to submit to the TGA in support of an application »w . T A
Conformity Assessment Certificate varies depending on the medical device.

Creating an e-business account

Before making an application, the manufacturer or an authorised person actingonbe  €ot .e manufacturer
must be a client of the TGA. This is achieved by establishing an eBusiness account  *h 1. TGA. This provides
access to the TGA’s eBusiness system, which is used to make electronic applic- 'ons  medical devices. The
forms and instructions are at <http://www.ebs.tga.gov.au>.

Lodging an electronic application for a TGA Conformity Assessmen ert] cate

Once the applicant has access to the eBusiness system, they must ] an o.cctronic application for a TGA
Conformity Assessment Certificate. No electronic attachme»ts st 1ld, attached to this form, as the supporting
information will be requested separately.

An invoice will be generated and the applicant must pay t' app  ation fee to the TGA. If a manufacturer does
not pay the application fee the application will be terminat. » further fees are required at this stage. Any
assessment fees applicable to the conformity ass.  ment are calculated once the TGA determines the assessment
needed and are invoiced separately to the applicanu

Submitting supporting documentationar d . —ation forms

Once the electronic application is lodge” ith (GA and the application fee is processed, the applicant will
receive a letter from the TGA with the ubmr” sion ID number.

All documents submitted in supc:. ot . application should include the Submission ID number, regardless of
whether they are electronic or' ara  ‘nted copies.

In addition:

e Two hard coviesc hes )porting documentation are required. An additional copy in electronic format (in
Microsoft W or. urmat) may assist the TGA with the assessment.

e Iftheapp’ atio. .or devices that contain materials of animal, microbial, or recombinant origin, additional
conies/ f! pporting information may be required for distribution to expert areas in the TGA. Please
cuntoct wie T A for further advice.

. 2 su_ orting information must be supplied in loose-leaf binders. Plastic sleeves or stapled material are
1w -ceptable.

¢+ Theinformation should be sectioned for ease of reference, and a table of contents provided that details the
content of the binders.

e The binders should be divided with appropriately named tab identifiers. For example, the labelling
information should be separated from the other documents by a tab identifier named Labelling Information.

e Each page should be sequentially numbered.
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e Standard A4 paper should be used for all submissions. Text and tables should be prepared using margins
that allow the document to be printed on A4 paper. The left hand margin should be sufficiently large that
information is not obscured through binding.

o Fontsizes for text and tables should be of a style and size that are large enough to be easily legible, even after
photocopying or when provided electronically.

e Information supporting an application must be in English and legible. Where material is not originally in
English a full translation must be submitted, the accuracy of which is the responsibility of the applicant.

Where to deliver the information

The supporting documentation should be sent to:

Postal Address Courier Delivery
Devices Conformity Assessment Section or Devices Conformity Assessn nf Le<tion
Office of Devices Authorisation Office of Devices Av*-or. .
Therapeutic Goods Administration Therapeutic Goods / in. ‘stration
PO Box 100 136 Narr2* .n.  Lane
WODEN ACT 2606 AUSTRALIA SYMONSTON AC. ~0Y AUSTRALIA
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TGA processing of applications

Once the application and supporting information is received by the TGA, a pre-assessment of the application will
be conducted. If the TGA finds that the manufacturer or the documentation is not ready for assessment the
application may be terminated. If this happens, the TGA will contact the manufacturer to discuss the options
available. If the application is terminated the application fee will not be refunded.

Further information may be necessary to process the application. The TGA may send a formal request for more
information under section 41JA of the Act.

Please note: Each request for information will be accompanied with a specified time frame for response.
If the manufacturer is not able to provide the requested information within this timeframe (plus 10
working days) the application will automatically lapse, as per section 41EG. If the application has
lapsed, the manufacturer will need to reapply to obtain a TGA Conformity Assessment Certificate.

If the application has the necessary supporting information the manufacturer will be sent a forn <C stance
letter and the relevant assessment fees will be invoiced.

The TGA may invoice reduced assessment fees if there are grounds to do so. This is only ei1 .e TGA can
utilise evidence of an equivalent assessment. Examples of when this might occur are:

e  where the manufacturer holds a TGA manufacturing licence and only a ‘top-uy ~ MS ,sessment is required

e where the applicant provides EU Notified Body reports of similar assessme. tormed under a relevant EU
Directive. However, the TGA reserves the right to conduct a full asse: .u.ent with full fees, if the reports
provide insufficient evidence of a thorough and comprehensive assc  me

All applicants for a Conformity Assessment Certificate are require to. f-assess whether they or certain other
persons associated with the applicant meet the criteria set.  =in  -ac iph 43EC(3)(a) of the Act, and to certify

the outcome by submitting this Certificate to the TGA. In ds- 7 wuether to issue a Conformity Assessment
Certificate the TGA must consider whether an applicanto:  rec  J persons associated with an application has
in the preceding 10 years failed to meet one or mrre of the . .fied criteria - for example, whether they have

been convicted of an offence against the Actora. -esponding State law, or convicted of an offence involving
fraud or dishonesty. More information about the re.  ~ements is available on the TGA website
<http://www.tga.gov.au>.

The TGA may refer the application to the Advi: * Committee on Medical Devices (ACMD) for advice at anytime
during the assessment process. Spons: - sheuwiu ne aware that the decision to refer an application to ACMD is at
the TGA’s discretion. If the app’ ‘atic sre rred, sponsors will be advised and invited to make further
submissions to the TGA on the ba ot . _interim outcome of the Design Examination. Both the interim
assessment by the TGA and th< nal.  cturer’s response to the interim assessment will be considered by ACMD.
An additional 60 TGA workin, ~vs will be added to the target evaluation time frame for applications sent for
review by ACMD.

Issue of certifi a*es
Certificates willL: 21 to the manufacturer once:

e theass s ofthe device's compliance to the Essential Principles is satisfactorily completed
e the litt _ystem audit (if conducted) is closed out—all non-conformities are resolved

. dvice of Advisory Committee on Medical Devices (ACMD) has been sought and considered (if
app .cable)

e all contractual arrangements for CE Marking are completed (if applicable)
e all clearances (including the Fit-and-Proper Person certification) are completed
o allfees (assessment, additional audit fees) are paid in full

The applicant will be given an explanation and statement of reasons for any refusal to issue, or restriction on, the
TGA Conformity Assessment Certificate. The decision is also appealable, subject to the legislative appeal
provisions.
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Next steps

Once the TGA Conformity Assessment Certificate is issued to the manufacturer, the Australian sponsor of the
device will be required to register the certificate as manufacturer’s evidence with the TGA through the e-
Business system. For more information please see Section 7. What a sponsor needs to know about conformity
assessment.

Once the certificates are accepted, the Australian sponsor can proceed with an application to include the medical
device in the ARTG. The device cannot be legally supplied to the market in Australia unless the application for
inclusion is approved as a valid ARTG entry must exist prior to supply.

Changes to current certificates

If any of the details on a TGA Conformity Assessment Certificate are no longer correct, the manufacturer » -t
notify the TGA. Changes include:

e changes to details on the certificate (for example, name and/or address details)
e adding new devices
¢ changing details on the Schedule of Suppliers

e substantial modifications are made to the design or production processes for an®  ‘tin, .evice. For more
information on what constitutes a substantial change, please see Section 21.€ ngc > ARTG Inclusions.

The manufacturer needs to submit an application to the TGA. Applications for. ¢ .;an existing TGA
Conformity Assessment Certificate should be lodged electronically using**  ¢Bus. c:ss system. The application
should indicate the existing certificate number that needs to be changec ndt’ change required on the
certificate.

Supporting documentation should be provided where appr-riaf

e Two hard copies of the supporting documentation are »~  -ea. an additional copy in electronic format (in
Microsoft Word or PDF format) may assist the TGAw  the sessment.

e Ifthe application is for devices that contain. “erials of animal, microbial or recombinant origins, additional
copies of the supporting information may be re  “red for distribution to expert areas in the TGA. Please
contact the TGA for further advice.

e The supporting information must be supp’ *d nloose-leaf binders. Plastic sleeves or stapled material are
not acceptable.

e The information should be .e5io1.  “ ease of reference, and a table of contents provided that details the
content of the binders.

e The binders should be div. 1 with appropriately named tab identifiers. For example, the labelling
information should . -ar.ced from the other documents by a tab identifier named Labelling Information.

e Each pages! ib _aentially numbered.

e Standard * :pap .nould be used for all submissions. Text and tables should be prepared using margins
thatall’ #*° 'ocument to be printed on A4 paper. The left hand margin should be sufficiently large that
il.0'mauur’ not obscured through binding.

De. of. fees payable for changing a TGA Conformity Assessment Certificate are available on the TGA

N

. TGA will need to conduct an assessment of the documentation submitted with each application for a change
anc rurther evidence to support the change may be required before a new certificate is issued.

For more information please see Section 21. Changes to ARTG Inclusions.
Conditions on certificates

Under the Therapeutic Goods Act 1989, three types of conditions may be imposed when a TGA Conformity
Assessment Certificate is issued. They are:

e automatic conditions imposed under section 41E]
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e conditions imposed at the time the certificate is issued under section 41EK
e conditions imposed after the certificate has been issued under section 41EL.

Automatic conditions on a TGA Conformity Assessment Certificate

Under section 41E] of the Act, there are four types of conditions that will be imposed automatically when a TGA
Conformity Assessment Certificate is issued:

1. Entry and inspection powers

The manufacturer will allow an authorised person to:

e enter premises, including premises outside Australia, at which the manufacturer, or any other
person deals with the medical devices covered by the certificate

e inspect those premises and the medical devices, and to take samples of the devices
e carry out tests or require tests to be carried out on the devices, on the premises

e toseeand copy any requested documents relating to the medical device or the man <t er’s
quality management system

2. Review requirements

The manufacturer will cooperate with any review by the TGA of matters relac.  to v.ie certificate,
including:

e the application of quality management systems

e compliance with the Essential Principles

e any other conformity assessment procedures specified i~ +th. ulations

3. Notification of substantial changes
The manufacturer of a medical device will notify the “A,. _riting, of any plan for substantial changes
to the:

e quality management systems
e product range

e product design

For more information please ser ect’ 1. Changes to ARTG Inclusions.

4. Payment of fers

Any prescribed fees for - ~wic 4 TGA Conformity Assessment Certificate will be paid when they are
due.

Conditions imposed whena tificate is issued

When a TGA Conformi’ As. sment Certificate is issued, in addition to the automatic conditions outlined above,
other conditions 7L > sed under section 41EK of the Act.

The other conditiu,  ~ 7 relate to:

e opeor’ or the devices covered by the certificate
e *the  nwul _uwrer's quality management system

Ce ns imposed after the certificate has been issued

r a TGA Conformity Assessment Certificate is issued, the TGA may vary, remove or impose new conditions on
the _ertificate under section 41EL of the Act. This action can result from an initiative of the TGA or at the request
of applicant for the certificate. The TGA will provide written notice of the proposed change to the manufacturer.

The new conditions may relate to:

e one or more of the devices covered by the certificate
e the manufacturer's quality management system

e varying or removing existing conditions.
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The new conditions will take effect immediately if action is required to prevent the imminent risk of death or
serious injury. In all other cases, they will take effect 20 working days after the notice has been provided.

A decision by the Secretary or a delegate to impose a condition on a TGA Conformity Assessment Certificate after
the certificate has been issued would be an appealable decision as it would be an initial decision under section
60(1)(e) of the Act.

Suspension and revocation of certificates

If false statements are made in connection with an application for a TGA Conformity Assessment Certificate, fines
up to a maximum of $6600 can be imposed. There are both criminal and civil penalties for making such
statements (section 41EI and 41EIA).

Please note: Financial penalties are specified in the Act as penalty units. The value for each penalty unit
is currently $110, in accordance with section 4AA of the Crimes Act 1914. This amount may change in
the future.

Grounds also exist for revoking the certificate by written notice to the person who has been issu. i’ . the
certificate under section 41ET of the Act if the TGA is satisfied that:
e the conformity assessment procedures have not been applied to medical devices cc db, _ne certificate

e the manufacturer of the medical device covered by the certificate, refuses or f>ls . ~mply with a condition
on the certificate

e the manufacturer mentioned on the certificate no longer manufactures ~ny . : kinds of medical devices
covered by the certificate

e the manufacturer mentioned on the certificate isnota fitand - ~r, _.on

e aperson who is managing the affairs of the manufactu' me ‘on . on the certificate is not a fit and proper
person

e aperson who has effective control over the manufact.. = :ntioned on the certificate is not a fit and proper
person to have that control

e aperson fails to provide information or do~~me.  -wvithin 10 working days of a request from the TGA about:

- akind of medical device
- aquality management system te~ licl  _ certificate applies.

However, if it is likely that the ¢ unc “ory rocation do exist, a TGA Conformity Assessment Certificate may be
suspended prior to any revocatic  rou _.ings being put in place (section 41EM).

Suspension of a TGA Conforr rAssc sment Certificate leads to the suspension from the ARTG of the medical
devices covered by the certific.  Supply of those devices in Australia is then suspended.

If a TGA Conformity A< 'ssn 1t Certificate is revoked, it will lead to the entry in the ARTG for the medical
devices covered av .Icate being cancelled. Supply of those devices in Australia is then illegal.

Details of thes~ nro.  _es can be found in Divisions 3 and 4 of the Act, including the:
e notices tr  osed suspensions

e dui ~ne uspensions

. cat.on of suspensions
automatic revocation

e immediate revocation

e revocation

e limiting revocation

e publication of revocations

e dates of effect of revocations
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Surveillance

TGA Conformity Assessment Certificates are subject to ongoing surveillance of the manufacturer and its products
by the TGA.

Normally the initial onsite audit of a manufacturer is a full audit covering all applicable aspects of the
manufacturer’s quality management system.

Surveillance audits normally occur approximately every 18 months after certification, but may occur more
frequently depending on the manufacturer’s compliance status and the risk class of the products. Surveillance
audits are normally shorter audits and do not cover every applicable aspect of the quality management systc
Surveillance activities may also be associated with product compliance monitoring activities, such as monitou ..
of non-standard conditions on the certificate or follow-up of post-approval recommendations and agree! 3

For overseas manufacturers, the TGA may request EU Notified Body or CMDCAS registrar audit reports, *h tae
view to abridging the TGA surveillance activities. If those reports are available, and provide evide .. a
thorough and comprehensive assessment, the TGA may abridge the surveillance activitiesand ¢~ ,e: duced
fees. However, the TGA reserves the right to conduct its own surveillance irrespective of su~ ep.

Recertification

TGA Conformity Assessment Certificates are normally issued for a 5-year period.

<

If the manufacturer intends to continue supplying the devices covered by the cc
apply for recertification prior to the expiry date.

iie in Australia, they need to

An application to re-issue an existing TGA Conformity Assessment Certii  *~ 1ll need to be submitted to the
TGA, allowing sufficient time for processing prior to the currentcs ... te expiring. Recertification applications
are lodged via the same process utilised for new applicatior See¢ vmpl ition for certificates earlier in this
Section.

An application fee and assessment fee are payable for the' -ert . _ation. Assessment fees are levied according to
the level of assessment required.

Recertification will normally be associated with an  -ite quality management system audit, dependent on the
timing of the last TGA surveillance audit.

The manufacturer will be asked to provide a cc ap cnensive concise summary of:

o all design, production, and labelli*  cna> 3es implemented since the certificate was issued
e clarification of the current cr’ al. _ _iers

e sterilisation arrangemei  or ea.. sterile product

e country of origin; s .c.  tissue or cell or derivative; and production arrangements for all animal-,
microbial-, and rec nbi .nt- origin materials

e detailsofall.. ‘cinal substances and their production arrangements, including the current Australian GMP
status if© .evant

e pus* maiket erformance data for each device including adverse events, recalls, and alerts since the
art,.  te was issued

e wvof:

significance of new safety and performance standards since certification

- risk-management file for currency and relevance

- clinical evidence for currency and relevance, including new clinical literature, clinical trial data or other
clinical data (for example, customer surveys)

Declarations of Conformity

As part of the conformity assessment procedures, the manufacturer of a medical device is required to make a
Declaration of Conformity that declares that the device complies with:
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o the applicable provisions of the Essential Principles
e the classification rules
e anappropriate conformity assessment procedures.

The declaration also requires the manufacturer to provide details that are relevant to the conformity assessment
procedure and the manufacture of the medical device covered by the declaration. These details include:

e name and address
e details of the:

- scope of the declaration (including product identification information)
- certification

- classification

- nomenclature code

- conformity assessment standards (quality management standards)

- medical device standards (product standards)

The responsibility for the classification and the conformity assessment of a medical dev’  est. .ith the
manufacturer of the medical device. The choice of an appropriate conformity assessr’  tp. >dure, which will
be governed by the class of the medical device, is also the responsibility of the ma- “fac  -r.

The wording of the Declaration of Conformity will depend on the conformity = ~sst  tprocedure chosen by
the manufacturer.

Templates for each of the six possible types of Declarations of Conformi und Schedule 3 of the Therapeutic
Goods (Medical Devices) Regulations 2002 are available at <http:/ /> w. ov.au>.

The Declaration of Conformity can be signed and dated by " = m: 1fac rer of the medical device or a person
authorised by the manufacturer. The declaration mustseto. “e.  _and position of the person signing the
declaration.

If requested, the sponsor or manufacturer must p~ovide the . with a copy of the Declaration of Conformity.

Australian Regulatory Guidelines for Medical Devices, Section 6. What a manufacturer needs to Page 134 of 337
know about conformity assessment
V1.1 May 2011


http://www.tga.gov.au/�

Section 7. What a sponsor
needs to know about
conformity assessment

This section should be read in conjunction with Section 5. Conformity assessment overview.

Overview

Conformity assessment is the systematic and ongoing examination of evidence and proced: *0 caoure thata
medical device complies with the Essential Principles.

The Australian sponsor is responsible for:

e having procedures in place, including a written agreement with the manufactu.  to obtain information
from the manufacturer when requested by the TGA

e ensuring that

- they have available sufficient information to substantiate c-~  ‘ia..  with the Essential Principles or
have procedures in place to ensure that such inform~tion b )btained from the manufacturer within
20 working days

- an appropriate conformity assessment procedure k' .. applied to the medical devices by the
manufacturer

- the manufacturer has appropriate confor ity assess..._at evidence for the medical device

- the conformity assessment evidence rema. valid while the device is supplied in Australia

e obtaining a copy of the conformity assess- evi :nce from the manufacturer
e submitting the conformity assessment evi® ‘v e to the TGA
e applying to include the devicein ' 2 Au ralian Register of Therapeutic Goods (ARTG)

e meeting all the ongoing meic ~g and reporting requirements applicable to sponsors once a device is
included on the ARTG. F~  nore. .ormation see Section 22. Post-market vigilance and monitoring
requirements

e providing samples fthe 1edical device to the TGA upon request

e ensuring any ‘ertising material relating to the medical device complies with the TGA requirements—for
more infr natic. .ee Section 12. Information about a medical device

The £ strai. .sr asor may also be the manufacturer.

C. rm:  ssessment evidence is not required to be submitted to the TGA for Class [ medical devices unless
the supplied sterile or have a measuring function. However, an Australian Declaration of Conformity must

.1ela y the manufacturer for Class [ medical devices and provided to the TGA when requested. It is strongly
1 mmended the sponsor hold a copy of the Australian Declaration of Conformity. The TGA may require the
spoasor to supply a copy of the Australian Declaration of Conformity.

Conformity assessment evidence is not required for some systems and procedure packs. For details, see Section
16. Systems and procedure packs.

The sponsor should ensure that they have appropriate conformity assessment evidence for the medical devices
before submitting the evidence to the TGA. The details on a certificate should be carefully checked to ensure that
they are appropriate for the devices to avoid delays in submissions being processed.
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Conformity assessment evidence accepted by the TGA

The TGA accepts the following certificates as conformity assessment evidence:

e a TGA Conformity Assessment Certificate® issued by the TGA—this is mandatory for some manufacturers
e certificates of conformity issued under the Australia-EC MRA

e certificates of conformity issued under the Australia-EFTA MRA

o EC certificates issued by an EU Notified Body under the:

e EU Medical Devices Directive 93/42/EEC (MDD)

e EU Active Implantable Medical Devices Directive 90/385/EEC (AIMDD).

In cases where there are differences in the classification of a device between Australia and the EI" v, coniormity
assessment procedure requirements may be different in Australia. The manufacturer may bere “.ec o0 obtain
additional conformity assessment evidence. Where the manufacturer is not able to obtain*  vp. __riate
additional conformity assessment evidence from their EU Notified Body, they may need” bt. 21TGA
Conformity Assessment Certificate. For more information, please see Section 8. Differ~ ce. ~tween the
Australian and European Union medical device regulatory requirements.

The TGA will make the final determination as to whether the evidence is accer “ble.

Conformity assessment evidence not acr _ptew by the TGA

The TGA does not accept the following certificates as evidence that~  Au. _uiian regulatory requirements have
been met:

e certificates from any countries outside Australia, the ET! 1k, .

e acertificate from the United States Food and Drug Ad: i~ ‘ation (US FDA) because the US system does not
align with the Australian regulatory framew -

e anISO 13485 Medical devices—Quality marn~ge. t systems—Requirements for regulatory purposes
compliance certificate because it doesnr pr e assurance that the Australian legislative requirements
have been taken into consideration. Wh.ie  1ic scandard specifies the requirements that are needed for a

quality management system for de:  :ma. .acturers, the TGA does not require that manufacturers have a
certificate that states they b-ve ¢ 1pli¢ with the requirements of ISO 13485 as the TGA or EU Notified
Body will make this assessni= “as ~  of the conformity assessment procedures.

9 TGA Conformity Assessment Certificate is a reference to a conformity assessment certificate issued by the TGA, as defined in the
Australian legislation.
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The following table provides the parallel references for the Australian and EU conformity assessment
procedures:

Australian reference EU reference

Therapeutic Goods (Medical Devices) Regulations 2002 93/42/EEC (MDD) and/or 90/385/EEC
(AIMDD)

Schedule 3 Part 1—Full quality assurance procedures Annex I1

Schedule 3 Part 1, Clause 1.6—Examination of design of Class AIMD Annex I1.4

or Class III

Schedule 3 Part 2—Type examination procedures Annex II1

Schedule 3 Part 3—Verification procedures Annex [V

Schedule 3 Part 4—Production quality assurance procedures Annex V

Schedule 3 Part 5—Product quality assurance procedures Annex Vi DL unly)

Schedule 3 Part 6—Declaration of conformity procedures aex V.. (MDD only)

Schedule 3 Part 7—Procedures for medical devices used foraspe | .. _.ex VIII & Article 12 (MDD only)

purpose

TGA Conformity Assessment Certificates

The TGA accepts TGA Conformity Assessment Ce~“ificatesa.  .iformity assessment evidence for any
manufacturer. For details on how to apply foral. “onformity Assessment Certificate, please see Section 6.
What a manufacturer needs to know about conform.  ssessment.

For some manufacturers, the TGAcanonlyz e ¢ A Conformity Assessment Certificates. These manufacturers
are detailed in Section 5. Conformity asse~sme - vserview.

MRA certificates ¢ f ¢ af rmity accepted by the TGA

Australia has signed a Mutua' ' :cog. .on Agreement (MRA) with the European Union (EU) and the European
Free Trade Association (EFTA, ~vering several industry sectors, including the medical devices sector. For more
information on interna*” .. gr.ements that are in place see Section 9. International agreements.

Several Europea M ti. " Jdies have been designated by the European Commission as competent to assess
medical devices:  ifactured in Europe for compliance with the Australian legislation.

This means” .«t " 'ropean manufacturers who receive an MRA certificate can apply to have their devices entered
onths \RT  .u: .pplyin Australia without further assessment, subject to the eligibility requirements of the
MF A,

Unr e b kA, the TGA accepts certificates from a number of EU Notified Bodies who have been designated to
.pp. - ed Conformity Assessment Bodies for the purposes of the EC/EFTA MRAs. Details of the current
~oved bodies are available on the TGA website.

These MRAs are only applicable to manufacturers as defined in section 41BG of the Therapeutic Goods Act 1989,
who are established in an EU or EFTA state. Manufacturers must also demonstrate that the device is
manufactured within the European Union or EFTA member country.
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Some types of devices are excluded from the agreement, including:

e radioactive materials to the extent that these may be considered to be medical devices

e medical devices incorporating tissues of animal origin. However, medical devices incorporating refined
derivatives of animal-derived waxes, heparin and gelatin that conform to pharmacopoeial standards and
sintered hydroxyapatite, or incorporating tissues of animal origin and where the device is intended to come
into contact with intact skin only are included.

The therapeutic goods legislation does not allow the TGA to accept an MRA certificate for medical devices that
contain:

e materials of animal, microbial, or recombinant origin
e derivatives of human blood or plasma
e amedicine

The TGA does not currently accept MRA certificates for the following devices, as confidence-buil <
arrangements have not occurred:

e Active implantable medical devices (AIMDs)

e intra-uterine contraceptive devices

e heartvalves

e intra-ocular lenses

e intra-ocular visco elastic fluids

e powered drug-infusion pumps

e implantable breast prostheses (other than those cont: ing 'y saline or water)
e barrier contraceptive devices (excluding cor ~ms)

e instrument grade disinfectants

What information should beonan MI . e licate?

The following details should appear or ..: MR.. certificate:

e certificate number

e date when the certificate # (s fl. ‘ssued

RPN

e revision date if appli
o date of expir ~ofcc ‘fic e

e astatementui. ™' ‘s certificate isissued by a designated Conformity Assessment Body under the Medical
Devices ' cct~ral annex of the EC/EFTA-Australia Mutual Recognition Agreement’ or equivalent wording

e ma factur details:

ma. .facturer’s name
:nufacturer’s complete street address including country

¢ ame and complete street address including country, of any critical suppliers for the product (in particular
sterilisation services)

e device details:

- scope of Certificate/product identification
- Global Medical Device Nomenclature System (GMDN Code) and Preferred Term(s)
- for Class Il and AIMD provide the Unique Product Identifier (UPI) of devices manufactured
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e astatement of compliance with an Australian conformity assessment procedure applied in accordance with
Schedule 3 of the Therapeutic Goods ( Medical Devices) Regulations 2002:

- Full Quality Assurance Procedures—Schedule 3, Part 1 (without Clause 1.6)

- Production Quality Assurance Procedures—Schedule 3, Part 4

- Verification Procedures—Schedule 3, Part 3

- Product Quality Assurance Procedures—Schedule 3, Part 5

- Type Examination Procedures—Schedule 3, Part 2

- Design Examination Certificate—Schedule 3, Clause 1.6.

- The Part 1 and Clause 1.6 certifications may be combined in a single certificate or may appear on
separate certificates.

e for Design or Type Examination Certificates—a statement of compliance with the Australian Essentiz’
Principles of Schedule 1 of the Therapeutic Goods (Medical Devices) Regulations 2002 must be pr~ = {ec

e Conformity Assessment Body details:

- name
- number
- address

e name and signature of an authorised representative of the Conformity Assessmen  ~dy

In addition, for products incorporating animal-derived waxes, heparin, or gele” ~ th.  nformity Assessment
Body must have the following available and provide the information to the TGA request:

e country of origin of the material

e species of the animal

e part of the animal used to manufacture the product

e Pharmacopeial standard reference

e European Directorate for the Quality of Mec. -es (EDQM certificate reference and date of issue

e evidence of compliance with the TGA Tran~ -~iss.  Spongiform Encephalopathy Policy (TSE Policy),
available on the TGA website.

e evidence of compliance to Conform’ 1isse  .ent Standards for Quality Assurance Techniques for Animal
Tissues and their Derivatives utilis 'int"  Manufacture of Medical Devices, available on the TGA website.

It should be noted that:
e all certificatesaretobe\  tenin English
e all certificatesare © u>. reu to be valid for a maximum of 5 years after the date of first issue

e surveillance vitii.. .l be conducted over the 5-year period and recertification is required prior to the
expiry of the ..~ S ate

e thocer i . houldbe provided by the manufacturer to the Australian sponsor(s) so that it may be
sub’ itted " _.ne TGA to support an application for inclusion of the devices on the ARTG

. Co. urmity Assessment Body’s MRA certification decision is expected to be made utilising its
Mn.  Zement system that has been accredited and monitored by the designating authority or its delegate.
This would normally be the same management system utilised for CE certification under the relevant
“ledical Device Directives.
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EC certificates issued by an EU Notified Body

In accordance with the legislation, for devices manufactured outside Australia the TGA is able to accept the
assessment of regulatory bodies that are considered to have the appropriate authority and expertise. As the
Australian and the EU regulatory requirements are similar, the TGA has determined that certificates issued by EU
Notified Bodies may be accepted as conformity assessment evidence for the supply of devices in Australia. There
are medical devices that are exceptions to this determination, which are outlined later in this document.

For Class I with a measuring function, Class I supplied sterile, Class Ila, and most Class IIb devices, EC Certificates
are accepted by the TGA as generally sufficient to demonstrate compliance with the Australian Essential
Principles and conformity assessment procedures.

For Class I1I, AIMD, and some Class IIb devices covered by EC Certificates a mandatory application audit e
conducted once the sponsor lodges an Application for Inclusion on the ARTG with the TGA. The applic  na it
is to confirm that the manufacturer of a medical device has carried out conformity assessment pro~ "ire
appropriate to the classification of the medical device. For more information, please see Section 1. .p~lication
audits of medical device applications. The following table outlines the EU MDD and Annex optio1.

Classification Options m

Class 1 Annex I1.3 93/42/EEC (MDD)

Measuring Annex V

Annex 1V for non-sterile devices where specific bat® es ar»
included on the certificate

Annex VI

Class I Sterile Annex I1.3 93/42/EEC (MDD)

Annex V

Class Ila Annex I1.3 93/42/EEC (MDD)
Annex V

Annex IV for non-¢* ile.  ces where specific batches are
included on the © ctifi- te

Annex VIfo: ~un-_. .ie devices

Class IIb Annex . 93/42/EEC (MDD)
A ex -1

An. .V for non-sterile devices where specific batches are
~ 'uded on the certificate

Annex VI + III for non-sterile devices

v ~Ih Annex I1.3+11.4 93/42/EEC (MDD)
Annex V+ 111

Annex 1V for non-sterile devices where specific batches are
included on the certificate

AIMDs and their | Annex 2.3 + 2.4 90/385/EEC
accessories Annex S + 3 (AIMDD)
Annex 4 + 3

There are some exceptions that apply, as follows:
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MDD certificates issued that are limited to are only acceptable for

under

Annex V ‘sterility aspects’ or equivalent wording Class I sterile devices.

Annex VI ‘metrology aspects’ or equivalent wording Class I measuring devices.

In addition, the manufacturer must complete an Australian Declaration of Conformity that includes details about
the manufacturer and the devices and declares that the device complies with the applicable:

e provisions of the Essential Principles
e classification rules
e conformity assessment procedures

Some Notified Bodies in Europe may issue a special kind of CE certification known as ‘OEM ! %“ei.. = Private
Labelling’ or ‘Own Brand Labelling’. These certificates are issued to a manufacturer who r< .a.  another
manufacturer’s medical device that has CE certification.

The TGA will accept CE certificates for ‘Own Brand Labelling’ as conformity assess ~en. idence, without
requiring additional information, provided:

e the original manufacturer's CE certificate, quality management system “~cu -ation and product technical
documentation must be available but will not always be requested

e the TGA will request the original manufacturer's CE certificate = "ou.  uocuments during application audit
or post-market review of a device covered by an ‘Own Brand ibe. g’ certificate

e failure to provide the additional information is sufficier: INu. 10T rejection/suspension/cancellation
An example of an EC certificate is provided on the next pag ‘- lighting some of the key details that should be
checked.
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What information should be on an EC certificate

There are a number of important details that a sponsor should check to ensure that the certificate is valid for
particular devices. Wording and formatting will vary between Notified Bodies. This is an example only.

EC CERTIFICATE
for the
Quality Assurance System

QHJEI —

As a notified body of the Eurcpean Union (Reg

no. 0413) Company ABC hereby approved the

Quality Assurance System applied for design,
manufacture and final inspection by the company

CERTIFICATE NUMBER 8000
Manufacturer ABC

Location:
23 Rue de Flower 12345 Forneaux /
France

Approval is based on the result of the certification audit
with report number 0000-aa-00 and is performed in
accordance with the stipulations of

Annex ll, Section 3 of the
Directive 93/42/EEC

of the council dated June 14, 1993 governing medi.
devices. The certification is applicable to the devices
specified in the Annex. The manufacturer cr
with the requirements of Annex |, Section © 4f ae
Directive 93/42/EEC.
The listed devices may be affixed with
marking indicated below.

= CE

Device/device categories inck 20 “is certificate
Disinfectants for medical d. s, vacuum systems
(digital x-ray}* ~qe | sessing

CE1234— |

Is~ue ¢ ate of the last
19 recertification: 27.07.2005
- — —A/
T sl ‘icate is valid until
6.07.2.10 Registration: No: 8000

T

Check that the logo is from a
Notified Body

Check that the manufacturer’s
name corresponds with the
information on the device,
label

Tice

. ~the
rda.ess and

Address must
completes .
country v ~igL

Arost. Addiessis not sufficient

Cb-ck that the Annex Route is
a ropriate for the class of the
uevice

AN

)

Check that the Medical devices
directive is appropriate for the
type of medical device

|

Check the scope of the certificate
describes the device (this
information may be on a 2n page
(Annex) of the certificate

Look for Notified Body number

Date this site was first inspected

Date of the most recent

Certificate number

Check expiry date of the

AVSARN

certification
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Annex to EC certificate

s

Check Notified Body name
and logo is the same as the

A

Manufacturer ABC

Annex to the Certificate 8000 dated 27.07.2005

certificate

Check certificate number for
this Annex is the same as th.

Revision status: 0 Date: 27.07 2005 FPage 1 of 1

<_\

Devices/device categories included in the certificate

Disinfectants for Medical devices. vacuum systems, digital (X-

ray) image processing. — |

certificate

Look for date of
recertification

Cher . scope of the
¢~ tific  describes the

de. > vouintend to include
I_‘ * ¢ ARTG

hat

\

Look for the Notified body
stamp

?Eﬂlf Mﬂ
Ay y
_ 4
Demk
t;igﬂeni_ .@3‘ .................. — - =

This document may onlvbe roduced and distributed
ale.e

L

Look for a signature from an
authorised signatory
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Please note: Certificates may reference attachments or additional information such as:
e ‘seeoverleaf

e Annexes

e Enclosures

e Schedules

e Addendums

e MDD product lists

This information MUST be provided with the EC Certificate.

Manufacturer’'s Evidence

Manufacturer’s Evidence is the conformity assessment evidence that demonstrates that anu . turer has
appropriate manufacturing processes to make the devices. The sponsor of a medical -~ ‘ice st submit the
Manufacturer’s Evidence to the TGA, prior to applying to include a medical device > th. ?TG.

A TGA Conformity Assessment Certificate or conformity assessment evidence” “1iea  an EU Notified Body
states that the certificate has been issued under one of the legislative refer~=-es ‘ned in the table below to
indicate that the manufacturing processes have been appropriately asse’ ca. T" ere are restrictions on the
conformity assessment procedures that can be used for each classificatic  ~f- zdical device, as follows:

Australian reference EU reference ble medical device classes

Therapeutic Goods (Medical MDD 93 /42 /EEC

Devices) Regulations 2002

Schedule 3 Part 1 Annex I1.53 All

Schedule 3 Part 3 Ann¢ [V All except Class I sterile

Schedule 3 Part 4 Ann- -V All

Schedule 3 Part 5 | Annex VI Class I measuring, Class Ila, Class [Ib—cannot
| be used for sterile devices

Certificates thathave I :ni. 1ed under other regulatory frameworks are not acceptable as manufacturer’s
Evidence forme -~ "d.

Certificates relating " to the design of the device are also not accepted for submission as manufacturer’s
Evidence. T"us# ‘'udes Design Examination and Type Examination certificates issued by the TGA or a Notified
Body ader  _A IDD/MDD Annex I1.4 or Annex III, or under Schedule 3, Clause 1.6 or Part 2 of the Australian
Re lai. - V. .ererelevant, the TGA may request copies of such certificates during the device application and
app  tior. udit processes, however, these certificates are insufficient for initial submission as Manufacturer’s
Y o Only the certificates listed in the table above are accepted for submission as Manufacturer’s Evidence.

. eisno fee for submitting Manufacturer’s Evidence. The TGA has a target time frame of 15 working days to
consider and where appropriate accept the Manufacturer’s Evidence.

Submitting Manufacturer’s Evidence

Before submitting the evidence, the Australian sponsor must establish an e-Business account with the TGA. This
provides access to the TGA’s eBusiness system, which is used to make electronic applications for medical devices.

The forms and instructions are at <http: //www.ebs.tga.gov.au>.

Additional detailed guidance regarding Manufacturer’s Evidence is available as a fact sheet on the TGA website.
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The sponsor must lodge Manufacturer’s Evidence as an electronic submission through the eBusiness system.

To do this, the sponsor should open the eBusiness portal view, select the option ‘Create a conformity assessment
evidence’ under Medical Devices and follow the prompts.

Please note: The notification process requires that an electronic copy of the evidence be attached to the
submission. It will help the sponsor if they have a copy of the manufacturer’s Australian Declaration of
Conformity to refer to when completing the electronic application.

Maintaining currency of Manufacturer’s Evidence
Expired certificates
In most cases the manufacturer’s certifications are current for 5 years from the last date of issue.

The expiry date as stated on the certificate is recorded on eBS. This expiry date is then used tose’ .. ain. er
letters to sponsors advising that the Manufacturer’s Evidence has expired and provide a timefra = or ponsors
to submit updated evidence.

Variations to existing Manufacturer’s Evidence

The information on the manufacturer’s certificates may change over time. As a consey  *ce, .nhe EU Notified
Body will generally audit the facility and/or issue a revised certificate.

These revised certificates must be submitted to the TGA as a ‘variation to man..  ** ec’s evidence’ quoting the
unique manufacturer’s evidence ID number. Any changes to the certificat” __s neeu (0 be incorporated in the
variation notification form in eBS.

If there has been a change in manufacturer’s name and/or sitead? .. ‘ponsors will need to attach
documentation from the notified body that provides evider ~of ~ch .ge. This requirement is to prove to the
TGA that the change in manufacturer’s name and/or addres. s _ult of corporate changes only and not:

.,

e asaresult of a new manufacturer taking on responsit v fi . .ne production of the devices

e asan alternate manufacturer to those device  'ready included on the ARTG

If either of the options listed above occur, eack 7ice  regarded as being a different kind of medical device
under section 41BD of the Actand will requi :2 .. application to be submitted for the device to be included in
the ARTG.

Changes to existing manufactvrer’s erti” :ates
The changes to existing manufact ~r’s _ _iificates that can occur over time include:

e expanding the range of f  'ucts . uvered under the scope of the certificate

reducing therange . -ts _overed under the scope of the certificate

updating ths

- certifie==ten.  :r following reissuing of a certificate
- _re-i ur  efollowing a surveillance audit and reissue of the certificate

e ~altc¢ gtk _onformity assessment procedures (change to the Annex route)
. gil.g the Notified Body undertaking the audit; or
amending the manufacturer’s details (change to name and/or address)

The TGA needs to be advised if any of these changes occur. The process for updating this information is to submit
a variation to manufacturer’s evidence via eBS.
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Next steps

The TGA will notify the sponsor via email if the manufacturer’s evidence submission is successful.
If the submission is rejected, the sponsor will be notified by email, outlining the reasons for the rejection.

Once the evidence has been successfully submitted, the sponsor can then lodge an application to include a device
on the ARTG. Please see Section 10. Including medical devices in the ARTG.

Please note: The TGA may request an original or properly notarised paper copy of the Manufacturer’s
Evidence at any time. Sponsors should ensure that this can be provided to the TGA within 20 working

days of such a request.
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Section 8. Differences between
the Australian and European
Union medical device
regulatory requirements

Overview

The Australian regulatory framework introduced in October 2002, has many similaritiesw’  “at.uopted by
the European Union (EU). However, while similar, the two systems do have some differ  -=s.

This information will assist:

e Australian manufacturers who export medical devices to the EU or who intena  ~xport to the EU
e Australian sponsors who wish to import CE-marked medical devices i»* th.  ,tralian market
e Overseas manufacturers who wish to manufacture for both the Eurc -~an  1d Australian markets

Regulatory frameworks
Australia regulates medical devices under:

o the Therapeutic Goods Act 1989 (the Act)
e the Therapeutic Goods (Medical Devices) Re_ ~tions 2002 (the Regulations).

The EU has multiple directives to cover medic?" "~vic

e Medical Device Directive (MDD) 93/42, .¢
e Active Implantable Medical Devic' uirer’ive (AIMDD) 90/385/EEC.

EU Directive 2007/47/EC, introd: ~d.  september 2007 in the European Parliament, made significant
amendments to the MDD and # 4L The changes introduced by the new Directive are fully effective from 21
March 2010.

This section of the ARG™ o crives the differences between Australia and the EU now that the new Directive
2007/47/EChav=con. ‘ntc (fect.

In vitro diagn. . devices

The regulat .y © meworks for in vitro diagnostic devices (IVDs) are different in Australia and the EU. In the EU,
IVDs .eco. _ed ythelIVD Directive 98/79/EC. In Australia, IVDs are regulated as a subset of medical devices
b have -tii.ccregulatory requirements. See the TGA website for IVD regulatory guidance.

Sp~ iftecrences between Australia and the EU in relation to IVDs are not covered in this document.
straiian sponsor and European authorised representative

In Australia, sponsors take responsibility for the import, supply, or export of a medical device. A sponsor must
be a resident or carrying on business in Australia.

In the EU, if the manufacturer does not have a registered place of business in a member state, the manufacturer
must designate a single authorised representative in the EU responsible for placing the devices on the market.
The authorised representative has the mandate to act and be contacted in lieu of the manufacturer in relation to
meeting the obligations imposed by the MDD or AIMDD for all classes of devices. The authorised representative
must be identified in the labelling supplied with the device.
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Please note: Directive 2007/47/EC clarifies that manufacturers outside the EU require a single
authorised representative who is established in the EU

Identification of sponsor and authorised representative

In Australia, the information provided with the medical device must allow both the sponsor and manufacturer to
be identified. The sponsors name and address must be provided with the device in accordance with Regulation
10.2 of the Regulations and must be located either:

e on the device itself, unless it is not appropriate or practicable to do so, or
e on the packaging of the device, unless it is not appropriate or practicable to do so, or
e in documents supplied with the device

For further information please see Section 12. Information about a medical device.

In the EU, Essential Requirements 13.3 and 13.6 require the manufacturer to place the nam ~d. _essof
either the person responsible or the authorised representative of the manufacturer orth- np.  -r established
within the EU to be on the label or outer package or instructions for use.

Conformity assessment procedures

The EU and Australian conformity assessment procedures are closely aligned.  ~d . .s see Section 7. What a
sponsor needs to know about conformity assessment.

In the EU, manufacturers may need to engage a Notified Body to obtain = for ity assessment certification. This
certification is called CE Certification. Once this certification has be- "su. .ne manufacturer may affix the CE
mark to their devices prior to supply.

Declarations of conformity

In the EU, manufacturers make a Declaration of Conformit. Ne , under the MDD or AIMDD. This is a formal
statement signed by an authorised representativ. ~f the mau...acturer. The DoC states that the device (including
the name, type or model of the device) has been ve  “ed in accordance with the relevant conformity assessment
procedure and meets the requirements of the ™0 ¢. "MDD.

In Australia, the conformity assessment pro. .d" re  equire the manufacturer to make a DoC in accordance with
the Australian legislative requirements. ™ 2 A ilian DoC:

e ismade under the relevant "ausc fSc dule 3 of the Regulations

e states that the device (incl” lii.. e name, type or model of the device) has been verified in accordance with
the relevant Australian ¢ ormi., assessment procedure

e includes the GMDN .. na classification of the devices
e indicatesth: = qu Juct Identifier for each Class Il and AIMD device

Australian ™ >gis.  of Therapeutic Goods (ARTG) and CE marking

The 2  TGi  _r Iister of information about therapeutic goods for human use that may be imported, supplied
in-rex, ‘ted Jm Australia. All medical devices, including Class I, must be included in the ARTG before supply
in. ‘ran There are limited exceptions to this requirement specified in the legislation, such as for
ey.  ntal use. These exceptions are detailed in Section 20. Access to unapproved medical devices in

stralia.

In . .e EU, the manufacturer must affix the CE marking to medical devices prior to supply. CE marking or CE
Certification alone does not authorise supply in Australia. The authorised representative of the manufacturer of
Class I medical devices exported to the EU must register details with their EU Competent Authority. For higher
class devices, the manufacturer’s Notified Body must register details of CE certificates with their designating
Competent Authority. The EU Competent Authorities have a centralised databank to store and share the above
information as well as data relating to certificates, data obtained in accordance with vigilance procedures and
data related to clinical investigations, but is not used to control supply of product in the EU. The Directive

2007 /47 /EC requires the databank to be fully operational by 5 September 2012.
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Global Medical Device Nomenclature (GMDN) system

GMDN codes may be used internationally by regulatory bodies as a nomenclature system to help identify medical
devices.

In Australia, GMDN codes are included on all:

e entries in the ARTG
e Australian Declarations of Conformity

In the EU, the adoption of GMDN codes has not been implemented to the same extent as in Australia. CE
certificates are sometimes issued by EU Notified Bodies without reference to GMDN codes.

There may be differences between the GMDN Agency code table database and the TGA code table databa r
further information regarding GMDN, please see Section 10. Including medical devices in the ARTG.

Retention of records

In Australia, the manufacturer must keep all manufacturing records for at least 5 years from the. -2 (e of
manufacture or the lifetime of the device, whichever is longer. However, distribution recor =~ "ating to Class
AIMD, Class III or implantable Class IIb medical devices must be retained by the sponso ins, .ction by the
TGA for 10 years.

Similarly, the EU directives require the retention of manufacturing records for 5y. - fr. a the last date of
manufacture or the lifetime of the device, whichever is longer. However, forir. ant.  : devices, records must
be kept for at least 15 years from the last date of manufacture.

Please note: Directive 2007/47/EC introduces the requirement that matr. .ring records of
implantable devices must be kept for at least 15 years from the lc  u.  of manufacture.

Differences between Australian [ 5s atial Principles and EU
Essential Requirements

The Australian Essential Principles are specifi Sc. dule 1 of the Regulations. The analogous requirements in
the EU are referred to as the Essential Requi .r :.  and are specified in Annex I of the MDD. The following table
compares the Australian Essential Princi»'es v * 'he EU Essential Requirements.

Despite the differences, and witr the cepi n of some medical device manufacturers who require a TGA
Conformity Assessment Certificat Ch .dcates can be submitted in support of an application to include
medical devices in the ARTG. T" sv  continue once the amended MDD (due to Directive 2007 /47 /EC) becomes
fully effective.

For more details on TG” .. ri ity Assessment Certificates, see Section 5. Conformity assessment overview.
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Differences between Australian Essential Principles and EU Essential Requirements

Australian Essential Principles (EPs) EU Essential Requirements (ERs)

EP 1 (and EP 2a)

Australian EP 1 addresses the need to consider
technical knowledge, experience, education or training
of users.

Australian EP 2a requires identification of hazards and
risks arising from the use and foreseeable misuse of
the device. The manufacturer must minimise any risks
associated with the use of the device.

ER1

Directive 2007/47/EC introduces more explicit
requirements to ER 1, which are similar to EP 1 and
EP 2a.

That is, reduce risk of use error due to ergonomi:
features of the device and consider the technical
knowledge, experience, education and trainir
intended users while designing the device.

EP 7.1 (a)

EP 7.1(a) requires that “particular attention must be
given to the chemical and physical properties of the
materials used in the device”. Moreover, ISO 10993-1:
Biological evaluation of medical devices - Part 1
Evaluation and testing, which is included in the
Medical Device Standards Order (Standards for
Biological Safety Of Medical Devices) 2008 refers to the
consideration of physical characteristics and
properties in the selection of materials.

The requirement of biophysical or modelling research
is not explicitly covered in the Australian EPs.

EP 7.4—Verification of incorporated substance.

ER7.1

Directive 2007 /47 /EC clarifies ire...cats in ER 7.1:

‘particular attention mustbh’ ,  'to. where,
appropriate, the results 0. vh, .cal or modelling
research whose validi. "as. .n demonstrated
beforehand.’

T4

Please see Section 14. Medical devices incorporating a
medicine, for more details.

EP 7.5—Minimisation of risks associated wit’ e ning
substances.

and

EP 7.6—Minimisation of risk:
or egress of substances.

.ssu ted with ingress

ER7.1,7.5and 7.6

Risks associated with leaching, egress or ingress of
material or substances are addressed by the
combination of the EU MDD ERs 7.1, 7.5 and 7.6.

EP 7.5and 7.6

Controls for su* ces that are carcinogenic,
mutagenic o "oxic  eproduction are addressed in
Australia’ /¥ »neral risk management

requ.rs Mewnws 2" LP 2. Users must be informed of any
© ’'dua  -ks remaining after design-based risk

re al 0. risk reduction is employed.

ER 7.5 (substances that are carcinogenic, mutagenic, or
toxic to reproduction)

Directive 2007/47/EC added the additional
requirement to ER 7.5:

‘special attention shall be given to substances that are
carcinogenic, mutagenic or toxic to reproduction, in
accordance with Annex 1 to Council Directive
67/548/EEC of 27 June 1967 on the approximation of
laws, regulations, packaging and labelling of dangerous
substances.’

EP 7.5and 7.6

There are no specific labelling requirements for
medical devices containing phthalates in Australia.
However, the general requirements of EP 2 apply (see

ER 7.5. (phthalates)
Directive 2007/47/EC also added:

‘If parts of a device (or a device itself) intended to
administer and/or remove medicines, body liquids or
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Australian Essential Principles (EPs) EU Essential Requirements (ERs)

above). other substances to or from the body, or devices
intended for transport and storage of such body fluids
or substances, contain phthalates which are classified
as carcinogenic, mutagenic or toxic to reproduction, of
category 1 or 2, in accordance with Annex I to
Directive 67/548/EEC, these devices must be labelled
on the device itself and/or on the packaging for e cb
unit or, where appropriate, on the sales packagin a

device containing phthalates.

If the intended use of such devices includes  :au. 1t
of children or treatment of pregnant or nurs,

women, the manufacturer must prov’ ¢« .pecuic
justification for the use of these subs  _ec vith
regard to compliance with the € tia. . cquirements,
in particular of this paragrar™ iti.  ‘he technical
documentation and, withi~ 1e. ‘ructions for use,
information on residue’ ris.  "r these patient groups
and, if applicable, on ap., nriate precautionary

measures.’
EP 8.2—Control of animal, microbial, or recombinant ER 8.2
tissues, cells, and other substances. . . .
Please’ . ctiun 15. Medical devices containing
atel 'so nimal, microbial or recombinant origin
1. "0 _cails.
EP 10—Medical devices with a measuring function. J.3

In the EU, ER 10.3 states that the measurements must
be expressed in legal units conforming to the
provisions of the Council Directive 80/181/EEC.

The Australian EP 10.1(3) requires that measure.  ats
must be expressed in Australian legal units of
measurement; or; if the device measuresa: 1y .
quantity that is not prescribed under the Nat' nr
Measurement Act 1960, the units user” .:2te be
approved by the TGA.

EP12.1 ER 12.1(a)

Directive 2007/47/EC introduced additional
requirements to ER 12.1(a):

The software developm~ =litc  -le is not explicitly
addressed in the Aust dia. 'Ps. EP 12.1 addresses
other requirem ~*-fc -~ .cal devices incorporating

. ‘for devices which incorporate software, or which are
electronic prog:  mable systems.

medical software in themselves, the software must be
validated according to the state of the art taking into
account the principles of development lifecycle, risk
management, validation and verification.’

See Sectior .o “<tive medical devices for more details
onr dice v+t software requirements.

-

ER 13
Article 4 (4) of the MDD allows individual Member

1. -Information to be provided with medical
vices—general.

Tie Australian EP 13.1(3) requires that the

be provided in any other language.

The Australian EP 13.1(5) requires that any number,

the information to be legible and at least 1 millimetre
high.

information must be provided in English and may also

letter, symbol, or letter or number in a symbol, used in

States to require the information made available to the
user and the patient in accordance with ER 13, to be in
a national language.

In the EU the equivalent dimensional requirements are
addressed in the standard EN1041—Information
supplied by the manufacturer of medical devices.
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Australian Essential Principles (EPs) EU Essential Requirements (ERs)

EP 13.3—Information to be provided with medical
devices—particular requirements.

Australian EP 13.3, items 12 and 13 require that the
label displays either a date up to which the device can
be safely used (if applicable) or the date of
manufacture of the device.

ER13.3

In the EU, a use by date by which the device should be
used (where appropriate) is required (ER 13.3 (e)).

Active devices in the EU require the year of
manufacture if the device doesn’t have a use by date
(ER 13.3 (i)).

EP 13.4—Instructions for use must include:

Item 18 For a device that is intended by the
manufacturer to be installed with, or connected to,
another medical device or other equipment so that the
device can operate as required for its intended
purpose—sulfficient information about the device to
enable the user to identify the appropriate other
medical device or equipment that will ensure a safe
combination

ER9.1

The EU has an equivalent requirement unc. <R
any restrictions on use, in relation to o’ =de  =sor
equipment, must be indicated on the br o~ inthe
instructions for use.

EP 13.4—Instructions for use must include:
Item25

Information about any medicine (including any stable

ER13.3

EUER13.3( req resthatdevicesincorporating
human bleoa * 4tive must indicate this on the label.

Australian EP 14 requires that every medical d=vic.
have clinical evidence, appropriate for the 1= =,
classification of the device, demonstrating .a7 tt .
device complies with the applicable p-  .sioi .rthe
Essential Principles

.. . Includ .g. information in separate instructions for
derivative of human blood or blood plasma) that is . ° : P f
. .. . . »is  ~uff jentin the EU.
incorporated, or is intended to be incorporated, into
the device as an integral part of the device
EP 14 Ek 6(a)

Directive 2007/47/EC added ER 6(a):

‘demonstration of conformity with the essential
requirements must include a clinical evaluation in
accordance with Annex X.’

Previously this requirement was addressed in ER 14.
Now ER 14 is removed.
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Devices with different requirements in Australia and the EU

Medical devices can be classified differently in Australia and the EU. To supply a medical device in Australia a
manufacturer must classify their medical devices in accordance with the Australian classification rules in
Schedule 2 of the Regulations.

For further information, please see Section 4. Classification of medical devices

Hip, knee, and shoulder joint replacements

Hip, knee, and shoulder joint replacements are classified as Class IIb in Australia (Schedule 2, Part 3.4(2) of t -
Regulations).

EU Directive 2005/50/EC of 11 August 2005 changed the classification of implantable component parts 1]
hip, knee and shoulder replacements from Class I1b to Class III. Hip, knee and shoulder joint replacem.  ° the
have followed the Annex II conformity assessment procedures must undergo a design dossier exar ~ ~tic
(Annex I1.4) to be placed on the EU market after 1 September 2009. Devices currently approved n< _r ‘nnex VI
in conjunction with Annex III have until 1 September 2010 to upgrade the Annex VI conformitv = - .ient
certificate to Annex IV or Annex V of the MDD (Annex VI is not acceptable for Class III devic .

In order to maintain CE Certification for these devices, manufacturers may need to up~ iu  eir conformity
assessment certification. If the CE Certification lapses they may not have approprizte «  'ence to support ARTG
inclusions for hip, knee and shoulder joint replacements as Class IIb devices in Au.  lia. . this occurs the
manufacturer has the following options:

e Do notsupply the device in Australia
e Obtain MRA certification (available only to EU manufacturers) for th. -ralian Class IIb devices
e Obtain a TGA Conformity Assessment Certificate

e Support Australian health professionals to consider sy ... cess arrangements as described in Section 20.
Access to unapproved medical devices in Australia

Please note: The IIb classification of hip, knee, ana  ~ulder replacements in Australia is subject to
change pending the outcome of the public co atic  .hat closed in December 2009. Further
information and the consultation paperis ¢ 1i «  sn the TGA website.

Devices intended for dire ¢<o. ~<' with the central nervous system

In the EU, all devices intended = .ec. lly for use in direct contact with the central nervous system are Class III
(Annex IX, Rule 6, 7, 8 of the . D). ‘Central nervous system'’ is defined as the system in a human being that
comprises the brain, me- >s . .spinal cord.

In Australia, devi~esin  de ior transient use in direct contact with the central nervous system may be
classified as Clas.  lass ..q, or Class IIb (Schedule 2, Part 3.2 of the Regulations). Devices intended for short-
term, long-term or . ntable use in direct contact with the central nervous system are classified as Class III or
Class AIMD- ¢k Tile 2, Parts 3.3 and 3.4 of the Regulations).

~as. “te: virective 2007/47/EC amended the MDD to classify transient devices intended
s ‘ficu y for use in direct contact with the central nervous system as Class IIL

D. .ition of central circulatory system

In Australia, the definition of the central circulatory system extends beyond the current EU MDD definition to
include the common iliac arteries. This means that some devices classified as Class III in Australia (Schedule 2,
Parts 3.2(3), 3.3(4)(a) and 3.4(4)(a) of the Regulations) will have a lower classification in the EU.

In the EU, implantable or long-term surgically invasive devices will usually be Class IIb (Rule 8 of Annex IX of the
MDD) and transient or short-term surgically invasive devices will usually be Class Ila (Annex IX, Rules 6 and 7 of
the MDD), if intended to be used in the common iliac arteries.
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Depending on the conformity assessment procedures performed by the manufacturer in Europe, a TGA
Conformity Assessment Certificate may be required before including the device in the ARTG. For example, the
EU Annex III Type Examination and EU Annex V Production Quality Assurance procedures for a Class IIb device
are also sufficient for a Class III device. However, the EU Annex I1.3 Full Quality Assurance procedures for a Class
IIb device are insufficient for a Class III device, which requires design examination under EU Annex I1.4.

Please note: Directive 2007/47/EC adds the following vessels to the ‘central circulatory system’:
e arcus aorta (aortic arch)

e aorta descendens (descending aorta) to the bifurcatio aortae (aortic bifurcation)

This means that some devices in contact with these blood vessels are Class 1l in Europe now, which is the
same classification as in Australia.

However, the EU definition of ‘central circulatory system’ was not extended to include the common iliac
arteries, which are included in the Australian definition.

Devices for recording x-ray images

In Australia, non- active medical devices that are intended by the manufacturer tobe :d. ~cord x-ray
diagnostic images are classified as Class Ila (Schedule 2, Part 5.4 of the Regulation™ 1. -lassification rule
captures x-ray films, but not digital image receptors, as they are active medical lev. - Lugital receptors that
capture x-ray images are classified as Class [ in Australia (Schedule 2, Part4.1 ¢ “e . gulations).

However, in the EU, all the devices that are specifically intended for recc  .ing ~“x-ray diagnostic images are
Class Ila. This means that in the EU, x-ray films and digital image recept > ar ooth Class Ila medical devices.

Please note: Directive 2007/47/EC replaced the wording * ~-ac e d: .ces’with ‘devices’in Annex IX,
Rule 16 of the MDD in order to capture digital image recepi.

Active implantable medical devices and 2 -essories

In Australia, active implantable medical devices (Al: * are classified as Class AIMD (Schedule 2 Rule 5.7(1) of
the Regulations). Accessories to AIMDs are ¢! .5 4 i. cheir own right and accessories may be Class I, Class |
sterile, Class I measuring, Class I1a, Class IIb, ur' .lc . (Il depending on the intended purpose.

Implantable accessories to AIMDs are* ass I'l schedule 2 Rule 5.7(2) of the Regulations). This means
implantable pacing leads (Class 1) ai -las .ied differently to the implantable pulse generator (Class AIMD).
Active medical devices intended { -o01.. _.uing, monitoring or directly influencing the performance of active
implantable medical devices 2t als.  assified as Class I1I in Australia (Schedule 2 Rule 5.7(3) of the
Regulations). This means dev. - that are not implanted such as pacemaker programmers and external cochlea
implant speech process~ 2L sslll, and are classified differently to the implantable pulse generator, which is
Class AIMD.

In the EU, the Al Qirecuve (AIMDD) does not include a device classification scheme. All AIMDs and AIMD
accessories ar~ cove  Jdnder the AIMDD and are treated in an equivalent manner to Class Il medical devices in
the EUMDI" vr -risk AIMD accessories are not classified as Class I1I or AIMD in Australia.

AIMDs: st _the Australian Essential Principles for medical devices. All of the EU AIMD Directive
9¢, °5/L Essential Requirements are addressed in the Australian Essential Principles, including the
fol’ r

AIMD Directive Essential Requirement 12 requires that AIMDs incorporate an identifying code that can be
.ead without the need for surgery.

e This is equivalent to Essential Principle 12.13.

e AIMD Directive Essential Requirement 7 requires implantable devices to be presented in a non-reusable
pack to ensure they are sterile when placed on the market.

This is equivalent to Australian Essential Principles 3, 8.1, and 8.3.
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Medical devices that are considered machinery

In Europe, medical devices that are also considered ‘machinery’ within the meaning of Article 2(a) of Directive
2006/42/EC on Machinery will be required to meet the essential health & safety requirements of Annex I to that
Directive as well as the Essential Requirements of the MDD. The Notified Body will assess against the
requirements of both Directives when assessing for CE Certification under the MDD.

In Australia, the medical devices regulatory framework does not impose additional requirements for medical
devices that are also considered machinery or ‘Plant’. This does not preclude, however, some requirements to
comply with State or other Commonwealth legislation where they exist, for example, the National Standard for
Plant NOHSC: 1010(1994) or other appropriate Australian Standards.

Please note: Directive 2007/47/EC included additional requirements for medical devices that are
considered machinery

Medical devices that are considered personal protective equipment

In the EU, medical devices that are also considered personal protective equipment withint _  ~aning of Article
1(2) of Directive 89/686/EEC on Personal Protective Equipment will be required to me 2 be .chealth &
safety requirements of Annex II to that Directive as well as the Essential Requiremenn  fti.  IDD. The
manufacturer may require separate certification under both Directives.

In Australia, the medical devices regulatory framework does not impose addit  alr  .irements for medical
devices that are also considered personal protective equipment. This does= tp:  .de, however, some
requirements to comply with state, territory or other Commonwealth le  slati- | where they exist. For example,
performance and safety standards applying under consumer safety legis "~

Please note: Non-sterile protective or safety apparel oreq:  mei  'ser n the home or for occupational
or recreational use is excluded from the jurisdiction of the #  “eus. see the Therapeutic Goods
(Excluded Goods) Order No. 1 of 2008 for more details.

Please note: Directive 2007/47/EC include Jr 1. .al requirements for medical devices that are
considered personal protective equipm .

Medical devices intended fo. ‘sin...cting, cleaning, etc

In Australia a medical device  tisii.cended to specifically be used for disinfecting another medical device is
Class IIb (Schedule 2, Par* ™~ (. ‘the Regulations). These devices include sterilants, sterilisers, and
instrument-grade disir :cta 5 intended to disinfect both invasive and non-invasive devices.

Inthe EU,alldev . inw.  _d specifically to be used for disinfecting medical devices are Class Ila unless they are
specifically to be u. € - disinfecting invasive devices, in which case they are Class IIb (Annex IX, Rule 15 of the
MDD).

ase  ‘e: uirective 2007/47/EC amended the MDD to classify the devices intended specifically to be
u  ‘or. .infecting invasive devices as Class IIb. These devices are also Class 1Ib in Australia.

ow. _r, devices intended specifically to be used for disinfecting non-invasive devices are Class Ila in the
'I'but are Class I1b in Australia.

Medical gas and connection systems

Medical devices intended for connection to Australian medical gas systems are required to be compatible with
these systems (see Essential Principle 9.1).

In Australia, medical gas pipeline systems are outside the scope of the medical device legislation (see
Therapeutic Goods (Excluded Goods) Order No.1 of 2008). The TGA does not regulate these systems. However,
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Australian Standard, AS 2896-1998: Medical gas systems—Installation and testing of non-flammable medical gas
pipeline systems and its subordinate standard AS 2902-2005: Medical gas systems—Low pressure flexible hose
assemblies, specify requirements in relation to installation of medical gas pipeline and connection systems.

Medical gases stored in gas cylinders are classified as medicines in Australia, and therefore are outside the scope
of the medical device legislation. However, Australian Standard, AS 2030, the Gas Cylinders Code, and its
subordinate standards, including AS 2473.3 -2007: Valves for compressed gas cylinders—Outlet connections for
medical gases (including pin-indexed yoke connections) and AS 4484-2004: Gas cylinders for industrial, scientific,
medical and refrigerant use—Labelling and colour coding specify requirements for gas cylinders supplied with
medical gases in Australia.

In the EU, medical gas pipelines when ‘placed on the market’ are medical devices. However, they are conside
not placed on the market when purpose-built for a hospital. Medical gases stored in gas cylinders are als~
classified as medicines in the EU. The international standard ISO 7396—Medical gas pipeline systems is
harmonised under the MDD. Requirements for medical gases stored in gas cylinders are given in Europ.
standards. The requirements for labelling, colour coding, and connections for medical gas syster~ . fo.
medical gases stored in cylinders will be different to those of Australia, and may vary depending - .ar _ountry.

Devices with radio-communication transmitters and/or that connect to telec = ~unications
networks

Medical devices intended for connection to Australian telecommunication networks o.  t use Australian radio
communication spectrum are required to be compatible with these systems (see k. nti.. Principle 9.1).

In Australia, medical devices that connect to a public telecommunications netw. ~ uast comply with the
Australian Communications and Media Authority (ACMA) A-Tick require c.its- Medical devices with radio
communication transmitters (for example, Bluetooth devices) mustcon v w 1the ACMA spectrum licensing
and C-Tick requirements. Further details are available in Section 1© -1, ..edical devices.

The EU radio spectrum and telecommunications requirems ‘s (f =xa ple, Radio & Telecommunications
Terminal Equipment(R&TTE) Directive 1999/5/EC) are dift:  ~tic ...ose in Australia.

Medical devices that connect to public mains elec ‘ci’ ; networks

Medical devices intended for connection to Aust:  *n public mains electricity networks are required to be
compatible with these systems (see Essential Princ,, 9.1).

The Australian mains electricity supply oper es . 30 volts, 50 Hz. All electrical equipment, including medical
devices, connect to the mains electricity supplr 1s 1g a plug with active and neutral pins partially insulated and
with Australia-specific pin configuratic _s req..ced by AS/NZS 3112—Approval and test specification—Plugs
and socket-outlets.

For more details, please see Ser’ic 3. Active medical devices.

In the EU, the mains connect.  ~equirements will be different to that of Australia and will vary depending on the
country.

Medical devicr s juc ve iting a medicinal substance

In Australia, mec. . 1 <ubstances that are incorporated or intended to be incorporated in the device must meet
the Australi® esula. .y requirements for medicines. Manufacturers of these devices must obtain a TGA
Confor mity - ., aent Certificate. See Section 14. Medical devices incorporating a medicine for more details.

Ir. ekl ~ruovices incorporating a medicinal substance, the Notified Body has to consult with one of the

Coi,  ‘enu dthorities, or the European Medicines Agency (EMEA) to verify compliance with Annex 1 of

DT w2001 /83/EC relating to medicinal products for human use. For devices incorporating human blood
ivatives, the Notified Body is required to consult the EMEA.

Any stable derivative of human blood or human plasma is considered a medicine in both the EU and Australia.

Please note: Directive 2007/47/EC included the option for the Notified Body to consult with the EMEA
(European Medicines Agency) or one of the Competent Authorities.
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Medical devices containing substances of animal origin

In the EU, medical devices containing substances of animal origin must comply with Transmissible Spongiform
Encephalopathy (TSE) Directive 2003/32/EC.

Manufacturers need to obtain a TGA Conformity Assessment Certificate to supply these devices in Australia. The
Australian regulatory framework requires demonstration of compliance with risk-management procedures,
controls on sourcing, collection and handling of animal origin materials and validation of inactivation processes
for viruses and transmissible agents. See Section 15. Medical devices containing materials of animal, microbial
or recombinant origin for details.

Catgut sutures

Catgut sutures are absorbable sutures manufactured from animal intestinal tissue, commonly bovine or ¢~ >e.
Catgut sutures are no longer supplied in the EU. In Australia, catgut sutures are classified as Class Il o=~ 1cc
devices because they contain substances of animal origin. Animal material must only be sourced from ¢ ~tries
that have not reported indigenous cases of Bovine Spongiform Encephalopathy (BSE), unlessitc- .. ,ust..ied
otherwise.

As manufacturers of catgut sutures are not able to obtain valid CE certification, the TGA as; .  =ntof the
conformity assessment procedures cannot be abridged and an on-site audit of the man rin,, racilities will be
required.

Medical devices containing gelatine and collagen

There are differences between the EU and Australia in terms of requirements ft = 1e-bone derived gelatine
and collagen used with medical devices.

In the EU, collagen and gelatine used for the manufacturing of medical d. -~ ,hall meet at least the
requirements as fit for human consumption (Article 1.3, TSE Direr .. 105/32/EC).

In Australia, bovine-derived gelatine and collagen raw mat. ' (L => .ust not be sourced from high-risk
countries. See Supplementary requirements for therapeuti ‘= for minimising the risk of TSEs on the TGA
website for more details.

5~

Medical devices containing tissues, cells, substances of microbial or recombinant origin

In Australia, medical devices containing tissues -=lls,  substances of microbial or recombinant origin are Class
III (Schedule 2, Part 5.5 of the Regulations). © ar  turers of these devices must obtain a TGA Conformity
Assessment Certificate.

There is currently no distinction in th- .U re arding such devices and they are classified according to the other
rules on the basis of the intend< . rur; = ais means that some devices classified as Class Il in Australia will
have a lower classification in tb~ . Geunerally, implantable or long-term surgically invasive devices will be Class
IIb and transient or short-ter” * ;urgi. .iy invasive devices will be Class Ila, but some devices that are Class I in
the EU may contain substance. “microbial or recombinant origin.

Medical devices cor ain g mercury

In Australia, the,  ‘icai «.vices regulatory framework does not impose any additional requirements for medical
devices contairing . ary.
Inthe ”U, I = . 2007/51/EC imposes restrictions on the marketing of certain measuring devices containing

mercurr Merc  ,-In-Glass fever thermometers may no longer be placed on the market. Mercury
Sp. mo. ~ometers may no longer be placed on the market for sale to the general public, but may still be
avs > fo, healthcare professionals.

~dical devices containing nanomaterials

The European Commission has endorsed the precautionary principle in relation to medical devices containing
nanomaterials. As an example, some dental materials may contain nanomaterials. The manufacturer should
therefore incorporate the precautionary principle into their risk-management system for these devices. This
would require explicit consideration of the uncertainty associated with the potential hazards posed by
nanomaterials and the limits of current scientific knowledge.

The TGA position is consistent with that of other Australian Government agencies and with the EU position. The
precautionary principle is consistent with the Australian approach to nanomaterials, and with the requirement
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for manufacturers to implement a comprehensive risk-management system. The hazards posed by
nanomaterials must be addressed within that framework. However, at this time, the precautionary principle has
not been formally endorsed in Australia in relation to nanomaterials.

Reprocessing of single-use medical devices

In Australia, reprocessed single-use medical devices are treated as new distinct medical devices with a new
manufacturer (usually the organisation performing the reprocessing) who is responsible for conformity
assessment of the recycled devices. Full compliance with the Essential Principles must be demonstrated and an
appropriate conformity assessment procedure must be performed. See Section 19. Single-use devices (SUDS) for
more details.

Recycled medical devices are not currently CE-certified under the MDD. This means that overseas
manufacturers would need to obtain a TGA conformity assessment certificate in order to supply reproce
single-use medical devices in Australia.

Medical devices intended for export only

Medical devices that are not supplied in Australia, but are exported need to comply with the regr. -
requirements of the destination country, such as the countries of the EU. These devicessti .. to beincluded
on the ARTG, but are treated as Class I, regardless of other rules. This provides basic cc 's ov - medical
device exports in line with international treaty obligations.

There is no equivalent rule in the EU. These devices are classified in the same mai. - as sther devices.
Special/particular procedure for systems and procedure packs

In the EU, the ‘particular procedure’ defined under Article 12 of the MDT :anl applied for systems and
procedure packs, if all products making up the system or procedure naci. che CE mark, including medical
devices, medicines, and non-therapeutic goods.

1

In Australia, the special procedure requirements (Schedule. 'au = | for products making up a system or
procedure pack are different from the EU. The special pro- ..  -an be applied if the manufacturer can meet
the following requirements for the products included in tt.  vs’ :.a or procedure pack:

e medicines, or other therapeutic goods, must e an appropriate ARTG entry
e medical devices must have undergone an-~ -op. _e conformity assessment procedure
e non-therapeutic goods are not required o' av : undergone conformity assessment

There are also other requirements for pply” g the Australian special procedure. For more details, please see
Section 16. Systems and procec .t~ ba

Certification of sterilisati< . pr ‘ders

In Australia, there are no r~au.. ~ents for certification of sterilisation providers under the regulatory
framework.

Directive 2007/ .Ce ded Article 12 of the MDD so that sterilisation providers, who sterilise CE-marked
medical devicesi .. 1¢dto be sterilised before use in the EU are limited to use conformity assessment
procedures» .er An..cx Il orV.
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Section 9. International
agreements

Overview

The TGA’s participation in international forums helps ensure Australia aligns its policies, r .
frameworks and standards with international standards. This avoids unnecessary regula: -
duplication, burden and cost on manufacturers of therapeutic goods. It also assists ir~ Ab.
consumers, patients and practitioners to access therapeutic goods in a timely mar= -

The TGA participates in a number of international forums such as:

e the European Pharmacopoeia Commission
e the Global Harmonization Task Force on medical devices

e the International Organization for Standardization

o)

e various World Health Organization (WHO) committees .. ‘ing the WHO Blood Regulator’s

Network

One of the TGA strategies to reduce the regulatory ' «. nindustry is to negotiate agreements

with other international regulators. These agreeme ¢ | ange from:

e recognition and acceptance of regulat.  decisions on specific products, to

e sharing information about regulate:  roc. es, such as what pre-market assessments occur

before a product is able to be sup e
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Types of international agreements

There are a range of international agreements that may be negotiated, including:

Type of agreement Key features

Mutual Recognition e usually an agreement between the Australian Government and
Agreements (MRAs) another government to enable each government to recognise/acr ¢
the decisions made by the other ‘

e some MRAs have the force of a treaty at international law

e an MRA is often, but not always, entered into followir
international agreement between the two countrir rex .aple,
WTO Agreement on Technical Barriers on Trad

1

Memoranda of e terms of the MoU are not usually legally < “orc  le

Understanding

(MoUs) e MoUs are generally used where the .. ties wish to formalise the
arrangements between them but d ~ot: sh to create any legally
binding obligations

Memoranda of e generally describedas. ari. _ement’ between two agencies or

Intention (Mols), governments

Records of

Understanding e termsarer usuallyleguly enforceable

(RoUs) and others e verysimilarto  “oU, however, in some countries a MoU (as

translat ., ~ betaken to mean a legally binding agreement

Current internatic ial agreements

The details of the MRAs wa  Us with leading international regulatory agencies are available on
the TGA website. Asz  ?Mar.a 2011, there are agreements in place with:

e (Canada
e Euror
e Sip~~por.
e and
. e United States of America (USA)

. TGA has also established cooperative arrangements with a number of regulators in other
jurisdictions to facilitate information sharing on regulatory practices and to enhance regulatory
cooperation.
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Agreements that are of particular significance to the medical devices program are:

Agreement

Key features

Agreement on mutual
recognition in relation to
conformity assessment,
certificates and markings
between the European
Community (EC) and
Australia (known as the
EC-MRA)

Agreement on mutua
recognitioninre’ .
conformity ass ism. ¢,

certifica® -~ nc ngs
between “ralia and

the R ablic .celand,

the + lity of

“‘ecnte .ein and the

K dom of Norway

‘knuwn as the EFTA-
(RA)

Please note: Switzerland
is not included in this
agreement. The TGA has a
separate MoU in place
with Switzerland.

count~” 5, s as the USA, (even those devices that have CE

ma’ (r, -eexcluded atthe present time.
Ple~ _no. Jr more information on how to obtain a certificate under
t 'MR vplease see Section 6. What a manufacturer needs to know
a onformity assessment

signed on 24 April 1998

applications to include a Class III device on the ARTG will not be I

selected for an application audit if a certificate of conformity ha-
been issued for that device under the terms of the MRA ‘

applies to medical devices manufactured in the Europea
Community, Australia and New Zealand

recognises the competence of designated conforn ., <essment
bodies in the EC to undertake conformity asse 1t 6. medical
devices to Australian regulatory requireme.  wh. .means
devices imported under the MRA fromtt “C.  be placed on
the Australian market without furthe: 2sse  ent by the TGA

aA to _adertake assessment
awi the requirements for
.1to the EC market

recognises the competence of th-
of medical devices for complia:
certification (CE Marking) f~- e,

for Australian mar fact -rs,
the EC can be asses. "to .
with assessment’ r ti.

dis means products for export to
~opean requirements in conjunction
“ustralian market

devices’
material:

corporati.., animal derived tissues, radioactive
vitro diagnostics and devices manufactured in other

signed on 29 April 1999

applications to include a Class Il device on the ARTG will not be
selected for an application audit if a certificate of conformity has
been issued for that device under the terms of the MRA

applies to medical devices manufactured in Iceland,
Liechtenstein, Norway, Australia and New Zealand

recognises the competence of designated conformity assessment
bodies to undertake conformity assessment of medical devices to
Australian regulatory requirements, which means devices
imported under the EFTA-MRA can be placed on the Australian
market more quickly

recognises the competence of the TGA to undertake assessment
of medical devices for compliance with the requirements for
certification ('CE Marking') for entry onto the market

for Australian manufacturers, this means products for export can
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Agreement Key features

be assessed to European requirements in conjunction with
assessment for the Australian market

e devices incorporating animal-derived tissues, radioactive |
materials, in vitro diagnostics, and devices manufactured in other |
countries, such as the USA, (even those devices that have CE
marking) are excluded at the present time ‘

Please note: for more information on how to obtain a certific' e1 .d-r
the MRA please see Section 6. What a manufacturer needs tc  av
about conformity assessment

TGA - Health Canada e signedon 1 ]June 2007

Memorandum of
Understanding on Quality | ® assists industry by enhancing regulatery ¢ ~eration between

Management Systems the two regulatory bodies

Certification for Medical

. o allows for the recognition of Qi ity * inagement Systems
Device Manufacturers

certifications issued by eachbc =~ . asa result, will prevent
duplicate assessments of .. ‘uality management systems
Please note: for more i, ™Ma. .1 how Australian and New Zealand

manufacturers can po. ., . please contact the TGA

Please note: The EU-designated confor~ ““7a.  sment bodies have been designated as competent and
authorised to carry out conformity ¢ es . ~tvia a process that involves the regulatory authority in an
EU Member State assessing a bodv as I in competent and then notifying the EU Commission. Details of
the current MDD Notified Bod’ _.an be ,ound at

<http://ec.europa.eu/e: “erpi >/n¢ approach/nando>.
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