Australian regulatory guidelines for
medical devices
(ARGMD)

Version 1.1, May 2011




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.

e 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 det« .. ~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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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
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- anindex
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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 cupies of
the legislation.

There are also legislative instruments such as the:

o Therapeutic Goods Orders (TGOs)

e Excluded Goods Orders

e Medical Device Standards Orders (MDSOs)

o Conformity Assessment Standards Orders (CASOs)

Full details of these instruments are available on the We.oite <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 ve 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 1« e
1. Amedicaldr 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 2 ‘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 overat on. .00% cost-recovery basis. Its operating costs are funded through fees and
charges c eu . 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 fou.

¥ 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 Jri.  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
hotn devices are made by the same manufacturer, an application to include the device in the

£ ['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:

Australian Regulatory Guidelines for Medical Devices, Section 1. Introduction to the regulatory Page 22 of 331
guidelines
V1.1 May 2011


http://www.tga.gov.au/

- 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 a(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 o 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. theasser®lyc “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 ste” "= 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:
«. da 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

2
‘ 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 uponrequest

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

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

- allowaperson 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. einic..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 are 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 I 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
It _usior ar _BS

-

[/ Ongoing monitoring of
device while device is on

\ the market

Technical documentation
and Australian Declaration
of Conformity

\/

______________________

ARTG entry may be
selected for post-market
review

—

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
.07 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; .usti 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
| 8 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 'cL.
instances.

The TGA welcomes comments and suggestions about the ARGMD; these shoul” ™ :a.  *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 primarily through annual charg ana
application, evaluation, audit, and assessment fees. The fees and charges currently applicable to medic-! v s
are available on the TGA website.

The TGA is very conscious of the costs associated with its regulatory responsibilities and is cont” u?' y ~eeking to
contain those costs through improvements in both efficiency and effectiveness. Each year, thele. ~f _esand
charges for medical devices is reviewed in consultation with industry associations, includi:

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

e AusBiotech Ltd

e IVD Australia

Annual charges are payable each financial year for medical devices are un the Australian Register of
Therapeutic Goods (ARTG) for any part of the financial year The TG the TGA’s record of the devices that are
able to be supplied.

Fees are charged for applications, assessments, and audit: 'rn  medical devices. Fees are also payable when
there are changes that the TGA needs to assess.

Annual charges

An annual charge is payable for maintaining . r ec al device in the ARTG. The annual charges vary depending
on the classification of the device. Differ _ra.  aay apply for a:

e (lass AIMD medical device

e (lass Il medical device

e (lass IIb medical device

e (lassIla medical ¢ -ice

e (lass I medic ~vice—supplied sterile

e C(lassl: e?” device—incorporating a measuring function™
e Cla. me _.aldevice

Ar adical device approved at any time during a financial year will be liable for the full annual charge for
.cfinc «cial year, in addition to the application and/or assessment fees paid. There is no reduction in the
a alfeeif 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 invoices.

1
‘Medical devices with a measuring function’ is defined in Regulation 1.4 of the Regulations.
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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. Sponsors also have an opportunity to review
the devices listed in the invoice and identify any products that should be cancelled (where supply ceased before
1 July of that year) and products for which a low volume - low value exemption will be sought.

Non-payment of annual charges for medical devices will result in the cancellation of the relevant products from
the ARTG. Once cancelled, a new approved application is required before supply of the medical device can
resume.

Low-value turnover

The annual charge is not payable for low-value turnover products. A sponsor must apply to the TGA providin, .
declaration that the turnover is of sufficiently low value to obtain an exemption from the annual charge.

To be eligible, the turnover in respect of an entry on the ARTG must be, or be estimated to be, no more. 15
times the annual charge for inclusion in the ARTG for a financial year. The turnover of a medical 7 . mc .as
gross dollar receipts (excluding GST) from sales of the medical device in Australia for a financial - ., cluding
retail and wholesale sales.

Applications must be accompanied by a statement of actual turnover (for existing entrir ~a. .cement of
estimated turnover (for new entries) and be signed by a person who is a qualified ac: nta.  inder section 88B
of the Corporation Act 2001. There is a non-refundable application fee to declare t’ +ta, Auctis of low value.
For more information please refer to the TGA website.

Fees

The TGA has a variety of fees for medical devices. They include:
e application fees

e conformity assessment fees

e application audit fees

Application fees

To avoid delays, sponsors and manufacturer ;b ' pay the application fee at the time of submitting an
application. The application will not proceec v il 1.e fee is paid.

The fees payable vary depending ont' typs »f application.

The TGA charges application fees

e apply for a change to, or * ertit. .cion of, a TGA Conformity Assessment Certificate
e include a medical d- ‘n. -ARTG

e varyanART < tr, "*' entryisincomplete or incorrect

e obtain a Certific f Free Sale or an Export Certificate, which are required by some countries that devices
areexp .te’ 0

e lod  ~na .ication for consent to import into Australia, supply for use in Australia, or export from Australia
mew.  'device that does not conform to the Essential Principles

no. , 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 purposes in humans—
Clinical Trial Exemption Scheme (CTX).
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Conformity assessment fees

Conformity assessment fees are

payable for:

Description of fees

applying for:
e a TGA Conformity Assessment
Certificate

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

Application fee is payable for lodging the application
with the TGA

assessment of the documentation
supplied to demonstrate compliance
with the Essential Principles, either
for:

e aninitial application

e are-certification

TGA will conduct a preliminary assessment to
determine the appropriate conformity asses~ ~en.
fee

Where applicable, fees may also be pz. le. the
assessment of a medicinal compor  to. 'evice

An invoice will be raised and st "o ..
manufacturer for payment

application and assessment of
documentation to issue a certificate
under the EC-MRA or EFTA-MRA

An application for»~ * L. _ormity Assessment
Certificate mustb mac  at the same time or have
been made io. ¢ an application to be
processed

A ~tandard 1. payable that assumes that no

ac ‘onal product assessment or QMS assessment is
requ. '—only a review of administrative

+ latery procedures and labelling etc.

g

e fees may be payable if additional work is
required

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

surveillance aulits o0 ma’ .facturer

The issue of a TGA Conformity Assessment
Certificate may require an initial audit by the TGA

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

In addition to the audit fee, reasonable travel,
accommodation and allowance costs for travel both
in and outside Australia are payable

changes to a TGA Conformity
Assessment Certificate

Fees vary depending on the procedures the
manufacturer has used and the extent of the change

testing of medical devices by the TGA,
if required

Direct and/or indirect costs of conducting the tests,
including the cost of any consumables used to
conduct the tests
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Application audit fees

Some applications to include medical devices on the ARTG will automatically undergo an application audit. For
details of these medical devices and more information on application audits please see Section 11. Application
audits of medical device applications.

Applications to include other classes of medical devices on the ARTG may also be randomly selected for an
application audit. A fee is not payable for these audits.

There are two levels of application audits and different fees apply to each level.

Fee reductions

The therapeutic goods legislation:

e allows exemption from annual charges for low volume - low value products
e allows audit and assessment fees to be reduced
e has no provision to reduce application fees

Regulation 9.7 of the Therapeutic Goods (Medical Devices) Regulations 2002 (the Peg. “ions) includes
provisions for reduced fees for application audits and conformity assessments, wi. in. ¢mation is available
that allows the assessment to be abridged. Relevant information mustrelatet “er1 .ical 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 conforn  7as ssment evidence. The TGA may

request copies of the documentation if the assessment was conduct “ v . .ner conformity assessment body.
This may allow the TGA to reduce the level of assessment and cor :qu tly the applicable conformity
assessment fees. If the TGA determines that the informatic. su - _for an abridged assessment to be

conducted, the TGA will determine the appropriate reduce ™ _

Application audit fees may be reduced if the evidence of co ity is applicable to several kinds of medical
devices and the applications are submitted at th.  me time. This would usually apply to applications for Class
11 and AIMD devices that have different unique prc -t identifiers. Normally application audit fees would be

levied for each kind of medical device. Thesp~  ~si. .ld apply to the TGA for a reduction in fees. For more
information on the criteria and timeframes * it 1 be met for a successful application to reduce the fees
please refer to Section 11. Application arits ¢ .dical device applications.

By default, the TGA will underta’-e ful sse: nent of an application at the full prescribed fee.

Payment of fees ky »sialments

In accordance with Rege’ "~n . of the Regulations, the TGA may approve an instalment payment plan where
the assessment feesex ed. ),000 and the payment of the fee as a lump sum would result in financial hardship
for the manufact ~-o. - .or.

Instalment pavmer, - s are designed to ensure full payment is made prior to the finalisation of an assessment.
Conditions, * .ci* 'ing interest, may be applied for an approved instalment plan. Payment plans that extend
beyor the  .nc Jyear will usually have interest imposed on the debt.

Sy  ors st
s~ ., - inwriting for an instalment plan

«  'nclude supporting information demonstrating financial hardship (for example, financial statements, budget
projections).

The instalment plan, as defined in the Regulations, is:
e  50% of the fee prior to commencement
e 25% to be made 30 days later

e balance payable on completion of the assessment/audit or withdrawal of the application by the applicant.
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Failure to make an instalment payment by the agreed date will result in the balance of the amount being payable
in full.

The TGA cannot consider a request for instalment payments while another fee or charge remains unpaid.

The TGA will advise the applicant in writing within 30 days if the decision to grant instalment payments is
approved. Applicants are required to agree to the conditions relating to the instalment payment plan in writing.
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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 ‘he 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

o 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 theresults 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. rhy 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 sysems.

An update or che _ *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 upL 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 forap  -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 cover .0nice =" .s:

e (linical evidence

e Risk management

e Medical devicesre ire .o be sterile

e Quality man.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 »0s 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 as 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. Itis 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. [f thedc¢ 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

3

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:

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

d. 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 ensures “ha.

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

occur during normal conditions of use; and
g. the device is regularly maintained and calibrated inac 4~ 1ce with the
manufacturer’s instructions;
the characteristics and performances mentioned in iuse 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
e 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. * .cion.

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 fran.  ~* .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:

o 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:

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

i. 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*- :t..  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 wie 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. mts and residues

The contaminants and residues could incluc 37 v s, process and sterilisation residues, mould release agents,
particulate contamination and fluid spill==2.1{ 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 e 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. 1\t~ 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 pu, ‘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.
Foo 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 I© -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 Dbiological 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.
2. _ 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 'anlice 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
raLdfacturer indicates is to be used for the device.

2. 7 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:

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

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 tk 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™ ™ it is useaq, > 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:

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

documenting how thed« = 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

addressing .. :se u. _..e device in combination with another medical device as part of the clinical evidence

providir , 4/l the i..ormation for the use of the device in combination with another medical device as a part
of hel «c. ns for Use

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

6 [EC 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* dac =, 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 . .iarmacopoeia, 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 206 +-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.

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

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

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

e additional information is also provided in Section 13. Active medical devices.

Australian Regulatory Guidelines for Medical Devices, Section 3. The Essential Principles Page 54 of 331
V1.1 May 2011


http://www.arpansa.gov.au/
http://www.acma.gov.au/

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* 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.
Australian Regulatory Guidelines for Medical Devices, Section 3. The Essential Principles Page 55 of 331

V1.1 May 2011



1.4 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 toradiation 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.
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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

Car

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.  f'the 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

2.4 Medical devices intended * »mc ‘tor inical 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 for - 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:

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

12.12 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 th.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 indicat” | 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:

e awell-reasoned and docunr=1. ' risx analysis
e ensuring that operationa. “armation displayed by the device is clearly understandable

e 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
yp
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 In<truc. < 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 v~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. Inparticular:
a. theinformationrc ‘red by clause 13.3 must be provided with a medical
device; and
b. ifinstructions ur 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’ .
3. Thei forr ‘ion
a. m —be, _videdin English; and
b. aay. >beprovided inany other language.
4. Th. +rmat, content and location of the information must be appropriate for
*de .1ce and its intended purpose.
A /number, letter, symbol, or letter or number in a symbol, used in the
.uformation 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~ (). l'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. 1tifiable)

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
6 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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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

3 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)

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

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

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

7 Any particular handling or storage requirements applv’  to
device

8 If applicable, an indication that the device isinte ‘ed. 1 single
use only

9 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

10 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
11 For asterile " e, the word ‘STERILE’ and information about the
mett ua ch?” was used to sterilise the device
12 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
13 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

14 Any special operating instructions for the use of the device

15 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

16 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 uc .
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
hun 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
srigin 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 ...  ¥>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  y
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= ~ <c. | .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 ¢ e 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=~cts  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*vz =< 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’ .ui»' s, tne manufacturer will need to generate additional data (for example, conduct a clinical
inves” jatic .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. dat -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 ~lin,  “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

e 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:  *ther rurms of data can be considered.

This can incl* e data .. om device usage registries, post-market investigations, surveillance and adverse event
report In o. nce of any recent clinical data for simple devices of a traditional nature assessed to be low
ris'-ans ~fe, 2 .tification 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” cal data relevant to the device,
authored by a clinical expert competent in the appropriate fiel”  a. _ .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 foraliter .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'h* .iustbe simple to perform and interpret. )
F rore  ‘ormation 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 respons” :for. cermining the classification of a device using a set of classification rules
based on the:

e manufacturer’sin! 1dec se of the device

o level ofrisk»  ~tien, users and other persons (the probability of occurrence of harm and the severity of
that harm?

e (Jd ,ree .v: ivenessinthe human body

3

) raw of use

.u  .evices may be classified differently if they are to be used in different parts of the body. This is why the
ufacturer’s intended use of the device is so critical to determining the appropriate classification. The
inu .«ded use can be obtained from the:

e instructions for use
o label
e manufacturer’s advertising materials

e 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 III.

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” . oi

e be compared to at least one point of reference indicated in Australian legal units of measure’ er orotner
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 Measurir
displays patient functie»
temperature in 2C
Forehead patch that Yes No Yes >s not have
indicates temperature via a n. .asuring
colour change .nction
Time-of-day clock No Yes Yes Does not have
(HH:MM) a measuring
function
Medicine measuring cup Yes 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 WO Yes Does not have
electromyograph (relative a measuring
scale) function
Diagnostic es Yes Yes Measuring
electromyograph function

Medical d=vi =< /equired to be sterile

Some medica’ evice
device-shc 2

possiute 'ue w0 vice material incompatibility with the proposed sterilisation process.

Iti. ~re.
SA
rilisauon methods are:

moist heat or steam

e dryheat
e ionising radiation

e ethylene oxide

e liquid chemical sterilisation

.erequired to be sterile when used to minimise the risk of infection. Such medical
'rminally sterilised to a Sterility Assurance Level (SAL) of at least 10-6, unless this is not

nsibility of the manufacturer to determine the most appropriate method for achieving the required
narticular device after due consideration of the design and construction of the device. Some common
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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
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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 non
invasive device?

| <

Apply
Classification
Rule 2

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

Is this an invas

Yes
c ice?

Apply
Classification
Rule 3

~

Is this an active
device not covered
by Rule 2, 3 or 57

Apply
Classification
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 3! .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. =7 untthe duration of use:
R © 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 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. 'Ia Class IIb
(I
I ule 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)
If: If: —l
o Supply energy/ionising e Specifically inten” " to
radiation monitor/corre~* (1. of
e Undergoes chemical heartor cep*’ o« “ulatory
change in the body (not system—by  ect _ontact
in the teeth) e Foruse. ‘ire. contact
e Administers medicines witt  ntr.  ervous system
e P log. ffect
Whe' 7 or mainly absorbed
toody
A\ 4 v A\ 4
Class Ila Class IIb \ Class III
-

wurg  ally invasive—long-term
.nore than 30 days)

R»le3 £
|

Iftoheol. di .eeth If:

e Direct contact with heart or

_V'§ — 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

\ 4 A 4 A 4
ClassIla Class IIb Class III
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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) Examples: handheld dental mirrors, dental impre=sion

. . . materials, exam gloves, prostatic balloon dilatior
Invasive devices that are not connected to an active & p r

. . . catheters.
medical device, and are for transient use—Class I.
3.1(2)(b)(i) Examples: contact lenses, urinary cathe*~=s, . heal
. . tubes, stents, inal ies, i 1> dnct
Invasive devices that are for short-term use—Class Ila. U ?S Stents, vagihal pessaries, pent 4 jction
devices.
3.1(2)(b)(ii) Examples: dressing for nose s, v entures

. . . removable by the patient.
Invasive devices that are for short-term use in the oral y p

cavity as far as the pharynx, in an ear canal to the ear
drum, or in a nasal cavity—Class I.

3.1(2)(0)(D) Examples:lc -ter urinary catheters, artificial eyes,

. . urethral ~“~nu
Invasive devices that are for long-term use—Class Ilb. y

3.1(2)(c) (i) F ~pice. orthodontic wire, fixed dental prostheses,

. . . . sst  sealants.
Invasive devices for long-term use in the oral cavity as

far as the pharynx or in an ear canal to the ear ¢ 'm, or
in a nasal cavity and are not liable to be absorbe.
the mucous membrane—_Class Ila.

3.1(3) Examples: tracheostomy tubes connected to a
ventilator, powered nasal irrigators, nasopharyngeal

Invasive device to be connected toa ictiv medical ) . .
airways, heat and moisture exchangers, suction

device that is classified as Class 7"~ 0.~ _r—Class ;
lla 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  2sw 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' Htel.
patient—Class' ™

Devices for repeated self-application where the dose and
the medicine are critical

Examples: personal insulin injectors (commonly
referred to as ‘pens’).

Australian Regulatory Guidelines for Medical Devices, Section 4. Classification of medical devices

V1.1 May 2011

Page 89 of 331




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

Australian Regulatory Guidelines for Medical Devices, Section 4. Classification of medical devices Page 90 of 331
V1.1 May 2011



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 ¢ ) )
& y 5 y 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,  mostly, 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 III.
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 Rule 4.2 Rule 4.3 Rule 4.4
All active medical Active medical Active medical device Active device to
devices not device for for diagnosis. May administer/
covered by other therapy to supply energy for remove
rules administer or ‘imaging purpose’ medicines an” |
exchange energy monitor vital substances e
physiological process from the bc
A 4 \ 4 ‘_ A 4
If administer or If intended to If " £0 ...onitor If
exchange energy control or alp cesses administration/
in a potentially monitor or \R variations removal is
hazardous way influence directly auld result in hazardous to

a Class IIb active unmediate danger * patient
medical de ‘-e
: _
|
v A 4
Class 1 Class Ila Class IIb

* Note: Regulation 4.3(3) also includes a device that is intended to emit ionising radiation and to be used for

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 pr 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 afterloading contrels sy =

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=.

Rule 5.3 -
Rule 5.1 Rule 5.2 Rule 5.5 Rule 5.6 [ 5.8
ule 5. e
Specific for ;
Device _ be : Rule 5.4 Devices that Blood bag: £xport only
incorporatin Device for disinfecting, ) contain: 9
C contraception cleaning, Non-acti
g a medicine . . on-active . . A
and has an or preventing r1n51ng or devices to . Anlma.l tls.sues |—‘{ . - —
; sexually hydrating or derivatives ul
ancillary record X-ray hat have b
. transmitted contact ; . that have been ).
action on the diagnostic ca Rule 5.9
bod diseases lenses images rendered non implantable we s
i viable (unless medical Mammary
L -
v sl.<1n Intag | devices implants
e Tis  ves, s
If device for ors. ‘aln.
disinfecting or dac: ‘alor
v other devices \ re  ~t iant
If implantable Othel_' than b.y NG origiu
or long term physical action ).
invasive |
v v v v !x v

—»@s 111 ( Class o \ ( Class Ila ) <ClassAlMD>< Class 1 >

A T
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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 hyump 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 .cdon 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 blanketis 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

A fast-track nebuliser is Electrically powered—delivers medication | Rule 4.4(" Class IIb
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 Classification
Rule

Adhesive dressing strip— | Not sterile Rule 2.4.3(c) Class 1

not sterile

Adhesive dressing strip— | Sterile Rule 2.4.3(c) Class1/ rile,

sterile

Adhesive dressing strip— | Has silver (microbial agent) to assist in Rule 5.1 (2) ERER|

with silver healing. The silver is a medicine |

Compression bandage Used for compression to assist in injury Rule 2.4(7 _ Class 1

used for sprains management

A wound dressing for deep | Contains alginate of microbial origin T e )(a) Class 111

wounds and ulcers that
have breached the dermis
containing alginate to
absorb exudate

A wound dressing for deep | Contains alginate of non-mic: "2l v._ in. Rule 2.4(4) Class IIb
wounds and ulcers that Heals by secondary intent
have breached the dermis
containing alginate to
absorb exudate

A wound dressing Contains ma. _c/ s . oiological origin Rule 5.5(1)(a) Class 111
including materials of
biological origin, such as
collagen, sodium
hyaluronate, chondroitin
sulphate

-+

A non-sterile, trauma Contains medicine Rule 5.1(2) Class 111
coveringusedt ~ il
the stability of < m
patientenrs ceto.
hospital.T == _ s
coated ~age'  .ntaining
«  osth

non-_cerile, trauma Breached the dermis. Does not contain Rule 2.4(4) Class IIb
~ring used to maintain | medicine

the 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

Australian Regulatory Guidelines for Medical Devices, Section 4. Classification of medical devices Page 103 of 331
V1.1 May 2011



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 Classification

Rule

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) Clas.

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 ¢
risk areas (central circulato.
nervous systems).

# .ule 3.3(4)(d)

Rule 3.2 Class Ila

Class II1

taci .th high-

central

Rule 3.3(4)(a) Class 111
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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

- for a 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 F7a,  “latory | the TGA or an
conformity body to demonstrate a manufacturer has been assessed ai >~ e European Union
assessment appropriate systems in place to manufacture the de* s. (EU) Notified
evidence Body

Assessment includes:

e confirming that the conformity assessm  tp. ‘edures are
appropriate for the classification. “ec ‘= .indhave been
applied correctly

e systematic examination nf the dou ttation provided and
procedures undertaket.  the manufacturer

e mayinclude an on-sit*  dic  the manufacturing premises

e assessment proces.ec wi . vary according to the conformity
assessmentp’  :dur. .elected by the manufacturer

e re-cer..iiv-ati ~f unformity assessment evidence that is due to

expire
Australian Ons  ~n. afacturer has obtained conformity assessment evidence, Manufacturer
Declaration of tt 7m. :make an Australian DoC
Conformit ‘ . . .
(DoC) Y The _ C declares that the device complies with:
the applicable provisions of the Essential Principles
o 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 <nt.

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 .mmou..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
infurmation 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 "~ in
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. * _ationto
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 assassm 1tev ence:

e aTGA Conformity Assessment Certificate® issued by the  *—...5is mandatory for some manufacturers
o 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 ))

o EU Active Implantable Medi al D ices rective 90/385/EEC (AIMDD).

In cases where there are differr 'c. = the classification of a device between Australia and the EU, the conformity
assessment procedure requi-  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 . ificate from the United States Food and Drug Administration (US FDA) because the US system does not
alig.t 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’  “rec¢ ibinant origin

- stable human bloed 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.. ~rfacturers except for the following:

- the a- ‘turer of a Class I medical device that is not supplied sterile or does not have a measuring
fncuor
1. sterile systems and procedure packs for which the special conformity assessment procedures have
“ee, 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.

Some medical device manufacturers, must have a TGA Conformity Assessment Certificate if they want to supply

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 the'
conformity assessment procedures are appropriately maintained and that the ongoing requirements ar< u. ‘or
example, reporting adverse events, regular quality systems audits). For more information on these req.  me.ts

please see Section 22. Post-market vigilance and monitoring requirements.

The manufacturer is responsible for obtaining the conformity assessment evidence and ensuring =i .ormation
on the certificate remains current and valid.

The manufacturer must also prepare an Australian Declaration of Conformity thatinch .c. ! the manufacturing
details for the medical device. For more information on Declarations of Conformity pi. = se. Section 6. What a
manufacturer needs to know about conformity assessment.

The legislation requires that the TGA must be notified in writing by the approp. = :zal representative, 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 ana  nonsibilities of the medical device manufacturer please see
Section 6. What a manufacturer needs to know ~hou. nformity assessment.

What is the Australian spo'. ur responsible for?

The Australian sponsor is resporsible Hr:

e having procedures in place ix. diug 4 written agreement with the manufacturer, to obtain information
from the manufacturer w™ nre. _sted bythe TGA

e ensuring that

- they havr avail "~ < ficient information to substantiate compliance with the Essential Principles or
have pror  “res 1 place to ensure that such information can be obtained from the manufacturer within
20 wor'ing «

- _anc pr ‘ate conformity assessment procedure has been applied to the medical devices by the
man.art .er
L. mauufacturer has appropriate conformity assessment evidence for the medical device
*he _nformity assessment evidence remains valid while the device is supplied in Australia

obtc.ining a copy of the conformity assessment evidence from the manufacturer
e submitting 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 they ap  ~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  ~ _its.

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 TGA mustt n<a  in 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 manuf.  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 I1I, 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 nc  *erile Class Ilb, Class 111, and Class AIMD devices.

More information on all these  -ons is provided in the next table.
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Conformity assessment procedures

Summary of each conformity assessment procedure

Requirements Applicable
classifications
Part 1, Full quality Manufacturer must implement a full All This confe™ i, sessment procedure can be applied to all
assurance procedure quality management system (that is, all devices the. ey .nanufacturer
Encompasses design clauses of ISO 13485 including clauses 7.3 - N ) )

) - and 7.5.2) and arrange for the quality Please note: for me:  ‘hatnew devices thatare Class [ measuring and/or
produ.ctlon, pa.ckaglng, management system to be audited by the | Class Il and stery. iss I1a or Class IIb that fit into the scope of the certificate
labelling, and final TGA or EU Notified Body Class AIMDs sno»ld not require additional assessment(s) by the TGA or EU
inspection of a medical ' Clause 1.6 m’ust Ne  (jed Body.
device The TGA or EU Notified Body also o

assesses the manufacturer’s technical also be applied Resources required establishing and maintaining appropriate

documentation for the medical devices, procedures.

including clinical evidence. . o

The quality management system must be maintained.
Periodic surveillance audits will be performed by the TGA or EU
‘ Notified Body.
Part 1, Clause 1.6, The technical documentation for the C s ’ ass 11, The overhead cost of the assessment may be high.
Examination of Design [1I and AIMD device (also referred = as.
o design dossier) must be submit’ 1 for Class AIMD This must be done in conjunction with Part 1 assessment of the
Involve.s an examlnatlon of examination to assess the .omp. = Jf quality management system; by either the TGA or the same EU
the design dossier for . the device with the Esser*’a.  ‘nciples. Notified Body.
medical devices to which
the manufacturer has
applied a Part 1 conformity
assessment procedure
Part 2, Type examination Testing can .~ ducted by the TGA or Class IIb, Only applies to a specific medical device model.
o EUNc’ ..ed Roay, OR
Involves an examination of Class III, The overhead cost of the assessment may be high.
arepresentative sample of | .F>Tun ~* .U Notified Body can conduct Class AIMD
a medical device tes nuwe device at the manufacturer’s The production of subsequent devices still require conformity
“e a. J supervise or review the testing, assessment under:
A
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Requirements

Applicable
classifications

Considerations for manufacture

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 ~ 1
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 manufacture

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 manufacture

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 Forcustom-made me” ... .evi cs, see Section 18.Custom-made
medical devices.

e Forsystemsan . ~dure packs, see Section 16. Systems and
proceduretv _

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  iti’ 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 Jd7 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 I1I 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
Cownrormity 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 I1], 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* _ _nis 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. ~Po  may also use this procedure.

For Class I1a 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’ o “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 'sce 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 i« ‘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  y) 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~ ifacturer . .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 C(lassIla devices, the mar « actu. must seek further certification against either Part 3, 4, or 5 (MDD
Annexes IV, 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: . o . section 16. Systems and
pro .ure packs

¢ make an Australian
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 Mpucation 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- “iol. 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: .nd u..
e period that it has been on ti.e a1

The technical documentatior * llalv s include the following:

e clinical evidence
e riskmanage rent, arc (seelSO 14971 for details)

e Essential Pri..c. - compliance summary (e.g. Essential Principle checklist or similar). For more
informa” .o ~n the Essential Principles see Section 3. The Essential Principles.

e _eviF ncetr .pportcompliance with any standards or test methods utilised for compliance (for example,
st rts or assessment reports, labels and Instructions for Use)

Jle  Tmedical devices assessed under Part 6, the manufacturer self-assesses the technical documentation
~ompliance 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.

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
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(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 Essential
Principles of Safety and Performance of Medical Devices (STED), which provides guidance on the technical
documentation that should be assembled and submitted to demonstrate conformity to the Essential Principl:
While it is not mandatory for manufacturers to adhere to all the requirements outlined in the STED, it pror=es
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 derivat’ es animal,
microbial, or recombinant origin; or medicinal substances

Manufacturers of devices containing materials of human blood or plasma derivatives, ar*~ (,.  robial or
recombinant origin or medicinal substances should be aware that these devices are cl~ .1, "asClass Il in
Australia. The manufacturer is required to obtain two certificates from the TGA, eithe.

e Full Quality Assurance certificate (Part 1) + Design Examination certificate ‘Cla 1.0), or
e Production Quality Assurance certificate (Part 4) + Type Examinatior  _tific . (Part 2)

Only one conformity assessment application is required to obtain both ¢ “ifi- (es.

If these manufacturers hold a current EC Certificate under the MI' y. 2/EEC, the TGA may, upon review of the
documentation generated by the EU Notified Body, conduc  ak ‘7= assessment of the manufacturer’s
quality system and technical documentation. In some 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 stand: 1s,a anufacturer may submit a MRA certificate of conformity to the TGA
as support for a conformity assess el .rcation. This may result in the TGA conducting an abridged
conformity assessment.

However, the TGA reserves th  7ht to conduct a full assessment if the TGA is not fully satisfied with the
evidence of compliance lew if an abridged assessment is considered sufficient for the application, the TGA
may reduce the aoplic. 'ea: :ssment fees.

Ataminimum, t+ <A requires evidence to support the quality and safety of animal derived material, in
accordance w' i the  1approach to minimising the risk of exposure to Transmissible Spongiform
Encephaloy t+* TSEs) through medicines and medical devices, available on the TGA website. For more

infori..a’ on pie2- _see Section 15. Medical devices containing materials of animal, microbial or recombinant
o

teas. .1ote: The Australian requirements for devices that contain materials of microbial or recombinant
‘qin may differ to those in the EU. For more information please see Section 8. Differences between the
sdstralian 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 ~er 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 ™ ~muc  al device.

Manufacturers should obtain a copy of ther .e” an .J Directives before applying to the TGA for EC certification.
More information on the Europeanreg’”” 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 aso~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 “ec 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” tre. ac 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.

i

aL, -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
Submitting supporting documentatie: .nd «aration forms

Once the electronic application” lod;, 1wi the TGA and the application fee is processed, the applicant will
receive a letter from the TGAwit! “e .  .iission ID number.

All documents submitted in < nort . che application should include the Submission ID number, regardless of
whether they are electronic o1 -d printed copies.

In addition:

e Twohardco ' ofu.. supporting documentation are required. An additional copy in electronic format (in
Microsoft "Worc OF format) may assist the TGA with the assessment.

e If hea_  _a inisfordevices that contain materials of animal, microbial, or recombinant origin, additional
cop oft’ supporting information may be required for distribution to expert areas in the TGA. Please
mta. e TGA for further advice.

The .upporting information must be supplied in loose-leaf binders. Plastic sleeves or stapled material are
not acceptable.

e The information 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 41]JA 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 senta” m. <ptance
letter and the relevant assessment fees will be invoiced.

The TGA may invoice reduced assessment fees if there are grounds to do so. Thisise:  do. fthe TGA can
utilise evidence of an equivalent assessment. Examples of when this might occur > »:

e  where the manufacturer holds a TGA manufacturing licence and only a ‘tc.  '0’\ 3 assessment is required

e where the applicant provides EU Notified Body reports of similar ass ..ment performed under a relevant EU
Directive. However, the TGA reserves the right to conduct a full asse mer  with full fees, if the reports
provide insufficient evidence of a thorough and comprehensive -es.  _at

All applicants for a Conformity Assessment Certificate are: ir. ‘o< .f-assess whether they or certain other
persons associated with the applicant meet the criteria set » Da:agraph 43EC(3)(a) of the Act, and to certify
the outcome by submitting this Certificate to the TGA. In(« -idi  whether to issue a Conformity Assessment
Certificate the TGA must consider whether an applicantor.  .ied persons associated with an application has
in the preceding 10 years failed to meet one orn.  of the specified criteria - for example, whether they have
been convicted of an offence against the Actora co.  nonding State law, or convicted of an offence involving
fraud or dishonesty. More information about” . ~qu. ements is available on the TGA website
<http://www.tga.gov.au>.

The TGA may refer the application to t’ ..1dvisu.y Committee on Medical Devices (ACMD) for advice at anytime
during the assessment process.” pon: s sk 1ld be aware that the decision to refer an application to ACMD is at
the TGA’s discretion. If the applic ‘on . _rerred, sponsors will be advised and invited to make further
submissions to the TGA on the 4si.  “the interim outcome of the Design Examination. Both the interim
assessment by the TGA and t. ranuacturer’s response to the interim assessment will be considered by ACMD.
An additional 60 TGA w-~ 7 s will be added to the target evaluation time frame for applications sent for
review by ACMD,

Issue of certifi =s
Certificates v . be iss_.ed to the manufacturer once:

e ti -7ssc_ine cof the device's compliance to the Essential Principles is satisfactorily completed
. 2 qu 'y system audit (if conducted) is closed out—all non-conformities are resolved

the davice of Advisory Committee on Medical Devices (ACMD) has been sought and considered (if
“pplicable)

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
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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.

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 mec .«
device in the ARTG. The device cannot be legally supplied to the market in Australia unless the applicatic
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 manu.  =» .'must
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 proc ;ses” r an existing device. For more
information on what constitutes a substantial change, please see Sec =" .. Changes to ARTG Inclusions.

The manufacturer needs to submit an application to the TGA Ap] cati s for changing an existing TGA
Conformity Assessment Certificate should be lodged electrc  all;, s the eBusiness system. The application
should indicate the existing certificate number that needs” . anged and the change required on the
certificate.

Supporting documentation should be provided v -e appropriate:

e Two hard copies of the supporting docume- "~tic e required. An additional copy in electronic format (in
Microsoft Word or PDF format) may ass’ .t  GA with the assessment.

e Ifthe application is for devices that .itai.  .aterials of animal, microbial or recombinant origins, additional
copies of the supporting infrrma’ nm  be required for distribution to expert areas in the TGA. Please
contact the TGA for further ar -ice

e The supporting informat’ > mus. e supplied in loose-leaf binders. Plastic sleeves or stapled material are
not acceptable.

e Theinformations’ uld sectioned for ease of reference, and a table of contents provided that details the

Al

content of t} 0.

e Thebind~ .sho. ve divided with appropriately named tab identifiers. For example, the labelling
inform’ 10 yuld be separated from the other documents by a tab identifier named Labelling Information.

e Hac ~ge _.ould be sequentially numbered.

3 dard A4 paper should be used for all submissions. Text and tables should be prepared using margins
tha. allow the document to be printed on A4 paper. The left hand margin should be sufficiently large that
nformation is not obscured through binding.

Details of the fees payable for changing a TGA Conformity Assessment Certificate are available on the TGA
website.

The TGA will need to conduct an assessment of the documentation submitted with each application for a change
and further 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.
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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]
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 wher "A
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 manufactur- ~r. _ Jther
person deals with the medical devices covered by the certificate

e inspect those premises and the medical devices, and to take samples of L. 1ev. _s
e carry out tests or require tests to be carried out on the devices, onthe, ises

e toseeand copy any requested documents relating to the med* !de or the manufacturer’s
quality management system

2. Review requirements

The manufacturer will cooperate with any review bvthe GA\ matters relating to the certificate,
including:

e the application of quality management systerr

e compliance with the Essential Princinles

e any other conformity assessment proc  ‘res specified in the Regulations

3. Notification of substantia’ .h' . ~s
The manufacturer of a medical device  ‘il' notify the TGA, in writing, of any plan for substantial changes
to the:

e quality managemer “sys. s
e product range
e product design

For more info: ati. please see Section 21. Changes to ARTG Inclusions.

4. ‘me... oI fees
Any presci. 7 “ees for a review of a TGA Conformity Assessment Certificate will be paid when they are
due

Condi¢ sun sed when a certificate is issued

Wi ~Tu  Conformity Assessment Certificate is issued, in addition to the automatic conditions outlined above,
ot ditions may be imposed under section 41EK of the Act.

. other conditions may relate to:

e one or more of the devices covered by the certificate
e the manufacturer's quality management system

Conditions imposed after the certificate has been issued

After a TGA Conformity Assessment Certificate is issued, the TGA may vary, remove or impose new conditions on
the certificate 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.
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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.

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 -
the certificate has been issued would be an appealable decision as it would be an initial decision under se~"*an
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 er .ri-ate, fines
up to a maximum of $6600 can be imposed. There are both criminal and civil penalties for makii. -~
statements (section 41EI and 41EIA).

Please note: Financial penalties are specified in the Act as penalty units. The value for ~ ch, ~alty unit
is currently $110, in accordance with section 4AA of the Crimes Act 1914. This am un. v change in
the future.

Grounds also exist for revoking the certificate by written notice to the pr ,on v 10 has been issued with the
certificate under section 41ET of the Act if the TGA is satisfied that:
e the conformity assessment procedures have not been applied licai devices covered by the certificate

e the manufacturer of the medical device covered by the . -ifi ~fuses or fails to comply with a condition
on the certificate

e the manufacturer mentioned on the certificat= no longe  .nufactures any of the kinds of medical devices
covered by the certificate

e the manufacturer mentioned on the certif* is. .afitand proper person

e aperson who is managing the affairs of th 1- nufacturer mentioned on the certificate is not a fit and proper
person

e aperson who has effective o *ro. .he manufacturer mentioned on the certificate is not a fit and proper
person to have that contro’

e aperson fails to provide 1. "mation or documents within 10 working days of a request from the TGA about:

- akind of medic dev =
- aquality ag _¢system to which the certificate applies.

However, ifiticlike.  ~ it the grounds for revocation do exist, a TGA Conformity Assessment Certificate may be
suspended r .10 any revocation proceedings being put in place (section 41EM).

Susvens n ot -~ uA Conformity Assessment Certificate leads to the suspension from the ARTG of the medical
dc sco ved by the certificate. Supply of those devices in Australia is then suspended.

“f° ¢ onformity Assessment Certificate is revoked, it will lead to the entry in the ARTG for the medical
Wices covered by that certificate being cancelled. Supply of those devices in Australia is then illegal.

Deuadils of these procedures can be found in Divisions 3 and 4 of the Act, including the:
e notices of proposed suspensions

e duration of suspensions
e revocation of suspensions

e automatic revocation
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e immediate revocation

e revocation

e limiting revocation

e publication of revocations

e dates of effect of revocations
Surveillance

TGA Conformity Assessment Certificates are subject to ongoing surveillance of the manufacturer and it~ (.  -ts
by the TGA.

Normally the initial onsite audit of a manufacturer is a full audit covering all applicable aspects ¢ s
manufacturer’s quality management system.

Surveillance audits normally occur approximately every 18 months after certification, but @, cur more
frequently depending on the manufacturer’s compliance status and the risk class of the .. cts. Surveillance
audits are normally shorter audits and do not cover every applicable aspect of the qu.  ” m. ..agement system.
Surveillance activities may also be associated with product compliance monitorir,  ~tiv. _s, such as monitoring
of non-standard conditions on the certificate or follow-up of post-approval rer ~m¢ ations and agreements.

For overseas manufacturers, the TGA may request EU Notified Body or C** _AS 1. _.strar audit reports, with the
view to abridging the TGA surveillance activities. If those reports are av. able nd provide evidence of a
thorough and comprehensive assessment, the TGA may abridge the =>rv. e activities and charge reduced
fees. However, the TGA reserves the right to conduct its own surv a. irrespective of such reports.

Recertification

TGA Conformity Assessment Certificates are norrally issue.  a 5-year period.

If the manufacturer intends to continue supplying .  devices covered by the certificate in Australia, they need to
apply for recertification prior to the expiry dat

An application to re-issue an existing TGA C. af rr ..y Assessment Certificate will need to be submitted to the
TGA, allowing sufficient time for proces’ gp1 (o the current certificate expiring. Recertification applications
are lodged via the same process 1tilis  for :w applications. See Application for certificates earlier in this
Section.

An application fee and assess™ nti. re payable for the recertification. Assessment fees are levied according to
the level of assessment requix

Recertification willnor .au, e associated with an onsite quality management system audit, dependent on the
timing of the last TCA: e’ ance audit.

The manufacture. '} = asked to provide a comprehensive concise summary of:

e alldesi’ 1. uction, and labelling changes implemented since the certificate was issued
e cla, atic of the current critical suppliers
. ‘lisation arrangements for each sterile product

country of origin; species; tissue or cell or derivative; and production arrangements for all animal-,
microbial-, and recombinant- origin materials

e details of all medicinal substances and their production arrangements, including the current Australian GMP
status if relevant

e post-market performance data for each device including adverse events, recalls, and alerts since the
certificate was issued

e review of:
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- 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:

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 confor - .sessment
procedure and the manufacture of the medical device covered by the declaration. These de ‘Mmciude:

e name and address
e details of the:

- scope of the declaration (including product identification information)
- certification

- classification

- nomenclature code

- conformity assessment standards (quality managements’ .1ac )

- medical device standards (product standards)

The responsibility for the classification and the conformitr ss. ment of a medical device rests with the
manufacturer of the medical device. The choice of an appr. i~ :conformity assessment procedure, which will
be governed by the class of the medical device, i= ‘<o the respunsibility of the manufacturer.

The wording of the Declaration of Conformity will a.  nd on the conformity assessment procedure chosen by
the manufacturer.

Templates for each of the six possible tynes of  =s arations of Conformity under Schedule 3 of the Therapeutic
Goods (Medical Devices) Regulations 7 o2 are available at <http://www.tga.gov.au>.

The Declaration of Conformity car he. .and dated by the manufacturer of the medical device or a person
authorised by the manufacture: 1. leclaration must set out the name and position of the person signing the
declaration.

If requested, the sponsc *al. .acturer must provide the TGA with a copy of the Declaration of Conformity.
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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 pro ‘es v ensure that a
medical device complies with the Essential Principles.

The Australian sponsor is responsible for:

e having procedures in place, including a written agreement with the manufa 5, to obtain information
from the manufacturer when requested by the TGA

e ensuring that

- they have available sufficient information to substa- iate mp .nce with the Essential Principles or
have procedures in place to ensure that such informe. nc¢.  _e¢ obtained from the manufacturer within
20 working days

- an appropriate conformity assessment procedure 1. = :n applied to the medical devices by the
manufacturer

- the manufacturer has appropriate conform. ssessment evidence for the medical device

- the conformity assessment evidencers s .d while the device is supplied in Australia

e obtaining a copy of the conformity assecsr :n° cvidence from the manufacturer
e submitting the conformity assess ent< idence to the TGA
e applying to include the devic.  thc..ustralian Register of Therapeutic Goods (ARTG)

e meeting all the ongoing. itorilg and reporting requirements applicable to sponsors once a device is
included on the ART” “~r. e information see Section 22. Post-market vigilance and monitoring

requirements

e providingsa  esoi uie medical device to the TGA upon request

e ensurin’ .ov ~dvertising material relating to the medical device complies with the TGA requirements—for
r oreii .l on, see Section 12. Information about a medical device

T. ‘ust. 2nsponsor may also be the manufacturer.

Cr 0.  ‘yassessment evidence is not required to be submitted to the TGA for Class I medical devices unless
v are supplied sterile or have a measuring function. However, an Australian Declaration of Conformity must
be id by the manufacturer for Class I medical devices and provided to the TGA when requested. It is strongly
recommended the sponsor hold a copy of the Australian Declaration of Conformity. The TGA may require the

sponsor 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

e 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 E  * .e’ nformity
assessment procedure requirements may be different in Australia. The manufacturer may’ =q. uto obtain
additional conformity assessment evidence. Where the manufacturer is not able to obta’  ne. —>ropriate
additional conformity assessment evidence from their EU Notified Body, they may ner< «v  *aina TGA
Conformity Assessment Certificate. For more information, please see Section 8. Diffe1.  =s Letween the
Australian and European Union medical device regulatory requirements.

The TGA will make the final determination as to whether the evidence is accep. =

Conformity assessment evidence not ac ep 2d by the TGA

The TGA does not accept the following certificates as evidence th’ the istralian regulatory requirements have
been met:

e certificates from any countries outside Australia, the! a1 "FTA

e acertificate from the United States Food an? rug Admuustration (US FDA) because the US system does not
align with the Australian regulatory framewo

e anISO 13485 Medical devices—Quality » 11 "ment systems—Requirements for regulatory purposes
compliance certificate because it doesn.c* ‘0 .ue assurance that the Australian legislative requirements
have been taken into consideratior nile s standard specifies the requirements that are needed for a
quality management systemr for ¢ rice’ anufacturers, the TGA does not require that manufacturers have a
certificate that states they ha» cc ~ d with the requirements of ISO 13485 as the TGA or EU Notified
Body will make this assess  ei. - part 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 3
Schedule 3 Part 5—Product quality assurance procedures Annc T() —D only)
Schedule 3 Part 6—Declaration of conformity procedures &nn\_VII (MDD only)

+

Schedule 3 Part 7—Procedures for medical devices used foras; ciai  Annex VIII & Article 12 (MDD only)
purpose

TGA Conformity Assessment Certificates

The TGA accepts TGA Conformity Assessment Ce.  ~ates as conformity assessment evidence for any
manufacturer. For details on how to apply fora TGa  ~formity Assessment Certificate, please see Section 6.
What a manufacturer needs to know about ¢ .1 ity assessment.

For some manufacturers, the TGA can onlvacc ~+ 'GA Conformity Assessment Certificates. These manufacturers
are detailed in Section 5. Conformity @ .essren. overview.

MRA certificates of ~C ‘ormity accepted by the TGA

Australia has signed a Mutuair  -ognition Agreement (MRA) with the European Union (EU) and the European
Free Trade Association ” '), v .vering several industry sectors, including the medical devices sector. For more
information on intern: Jna greements that are in place see Section 9. International agreements.

Several Europea:  tifieu Bodies have been designated by the European Commission as competent to assess
medical devic- ma..  _tured in Europe for compliance with the Australian legislation.

Thisr cans .t ropean manufacturers who receive an MRA certificate can apply to have their devices entered
on-he! TGa  supplyin Australia without further assessment, subject to the eligibility requirements of the
M.

T

er MRA, the TGA accepts certificates from a number of EU Notified Bodies who have been designated to
nproved Conformity Assessment Bodies for the purposes of the EC/EFTA MRAs. Details of the current
ap, -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 th: +
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 confidenc: ding
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 conta - >nly saline or water)
e barrier contraceptive devices (excluding cona <)

e instrument grade disinfectants

What information should be on ap MR/ - tificate?
The following details should apr~ar ¢ ‘the A certificate:

e certificate number

e date when the certificate = firstissued
e revision dateifap’ car

e date of expii ceru...ate

e astaten _.cthat .ais certificate is issued by a designated Conformity Assessment Body under the Medical
D rice. = « d Annex of the EC/EFTA-Australia Mutual Recognition Agreement’ or equivalent wording

° ran. “turer details:

nufacturer’s name
- manufacturer’s complete street address including country

e name and complete street address including country, of any critical suppliers for the product (in particular
sterilisation services)

device details:

- scope of Certificate/product identification
- Global Medical Device Nomenclature System (GMDN Code) and Preferred Term(s)
- for Class IIl 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 Esser 1
Principles of Schedule 1 of the Therapeutic Goods (Medical Devices) Regulations 2002 must be nro.  ~d

e Conformity Assessment Body details:

- name
- number
- address

e name and signature of an authorised representative of the Conformity Assess. tL .ay

)

In addition, for products incorporating animal-derived waxes, heparin, or gelat. Lonformity Assessment
Body must have the following available and provide the information to t* . GA upun request:

e country of origin of the material

e species of the animal

e partof the animal used to manufacture the product

e Pharmacopeial standard reference

e European Directorate for the Quality of Medic..  (EDQM) certificate reference and date of issue

e evidence of compliance with the TGA Tr- .s1  ible Spongiform Encephalopathy Policy (TSE Policy),
available on the TGA website.

e evidence of compliance to Confor' ty A* 2ssment Standards for Quality Assurance Techniques for Animal
Tissues and their Derivative. v*ilisc. "~ .e Manufacture of Medical Devices, available on the TGA website.

It should be noted that:
e all certificatesareto® -~r. ain English
e all certificatesare  nsir red to be valid for a maximum of 5 years after the date of first issue

e surveillance. ¢ ‘ti~swill be conducted over the 5-year period and recertification is required prior to the
expiry o .eceri..cate

e the ~rtuict* should be provided by the manufacturer to the Australian sponsor(s) so that it may be
b, ~d to the TGA to support an application for inclusion of the devices on the ARTG

. nformity Assessment Body’s MRA certification decision is expected to be made utilising its
management system that has been accredited and monitored by the designating authority or its delegate.
. his would normally be the same management system utilised for CE certification under the relevant
Medical 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 Certifir tes
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 au¢ il .
conducted once the sponsor lodges an Application for Inclusion on the ARTG with the TGA. The ap='i-aw. audit
is to confirm that the manufacturer of a medical device has carried out conformity assessment p: ce ar=s
appropriate to the classification of the medical device. For more information, please see Section A" plication
audits of medical device applications. The following table outlines the EU MDD and Annex as:

Classification Options m

Class 1 Annex I1.3 93/42/EEC (MDD)
Measuring

Annex V

Annex 1V for non-sterile devices where specific bai  es7 :
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 nor teri' devices where specific batches are
included ¢ .the. =¥ ite

Annex V1. r1. sterile devices

Class IIb Ar 3 93/42/EEC (MDD)
A v o+

‘raex [V for non-sterile devices where specific batches are
wicluded on the certificate

Annex VI + III for non-sterile devices

C 1 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 AIMDD
Annex 5 + 3 ( )
Annex 4 + 3
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There are some exceptions that apply, as follows:

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. J

In addition, the manufacturer must complete an Australian Declaration of Conformity that includes details abow.
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“” <M helling’, ‘Private
Labelling’ or ‘Own Brand Labelling’. These certificates are issued to a manufacture- wi.  =-labels another
manufacturer’s medical device that has CE certification.

The TGA will accept CE certificates for ‘Own Brand Labelling’ as conformitv 2ssc nt evidence, without
requiring additional information, provided:

e the original manufacturer's CE certificate, quality management svste  * _umentation and product technical
documentation must be available but will not always be requ’ cec

e the TGA will request the original manufacturer's CE cer.  2te . other documents during application audit
or post-market review of a device covered by an ‘Owr a1 abelling’ certificate

e failure to provide the additional information - sufficien. .. ounds for rejection/suspension/cancellation

An example of an EC certificate is provided on the n.  »age highlighting 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

a:l--:t:. —

As a notified body of the Eurcpean Union (Reg

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 Il, Section 3 of the
Directive 93!42]EEC<__

of the council dated June 14, 1993 governing m~ica,
devices. The certification is applicable to the v
specified in the Annex. The manufacturer « .7 i
with the requirements of Annex |, Sect -~ 3¢
Directive 93/42/EEC.
The listed devices may be affir { wit
marking indicated below.

e O

led in .nis certificate
vacuum systems
' processing

Device/device categories ir.
Disinfectants for medir=" -'avi
(digital x-r= /1.

Co1234—

ate of the last
recertification: 27.07.2005

8 daw
o o8

A/

Yis certificate is valid until
17.2010 Registration: No: 8000

T

VAN P8 AN

Check that the logo is from a
Notified Body

Check that the manufacture: .
name corresponds with ti.

information on the de ‘ac e
no. 0413) Company ABC hereby approved the label
Quality Assurance System applied for design,
manufacture and final inspection by the company _
CERTIFICATE NUMBER 8000 Address m <luce the
complet.  -eev udress and
Manufacturer ABC cound@of WD,
Location: A, ta) . .dressis not sufficient
23 Rue de Flower 12345 Forneaux /
France |

C' .ckthat the Annex Route is
«ppropriate for the class of the
device

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
certification
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Annex to EC certificate

A

A

Check Notified Body name
and logo is the same as the
certificate

Check certificate number fo.
this Annex is the same as the
certificate

Look for date o
recertificat® -~

-1
|

(" ~ck  tthescope of the
ce. ‘caie describes the

~v __youintend to include
o...ne ARTG

A

Look for the Notified body
stamp

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 demonstratest- a1 ufacturer has
appropriate manufacturing processes to make the devices. The sponsor of a medic 1dc = must submit the
Manufacturer’s Evidence to the TGA, prior to applying to include a medical device.. e ARTG.

A TGA Conformity Assessment Certificate or conformity assessment eviden<= is. oy an EU Notified Body
states that the certificate has been issued under one of the legislative ref cnce- outlined in the table below to
indicate that the manufacturing processes have been appropriately asse d.” .ere are restrictions on the
conformity assessment procedures that can be used for each class’”  on <. medical device, as follows:

A J
Australian reference EU reference able medical device classes
Therapeutic Goods (Medical MDD 93 /42 /EEC ‘
Devices) Regulations 2002
Schedule 3 Part 1 Annex JT R All
Schedule 3 Part 3 ’ Annex’ ' All except Class I sterile
Schedule 3 Part 4 ‘nr xV All
.\ v
Schedule 3 Part 5 Annex VI Class I measuring, Class Ila, Class [Ib—cannot
be used for sterile devices

Certificates that’ b * _ued under other regulatory frameworks are not acceptable as manufacturer’s
Evidence formec " devices.

Certificates* _1o** 7 only to the design of the device are also not accepted for submission as manufacturer’s
Evide _e. . n uades Design Examination and Type Examination certificates issued by the TGA or a Notified
Be 'vu.  ~th' . AMDD/MDD Annex I1.4 or Annex I1I, or under Schedule 3, Clause 1.6 or Part 2 of the Australian
Re, tioi. Where relevant, the TGA may request copies of such certificates during the device application and
ar ¢ -naudit processes, however, these certificates are insufficient for initial submission as Manufacturer’s
dence. Only the certificates listed in the table above are accepted for submission as Manufacturer’s Evidence.

Thu e is no 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 thenused tos. 7 e .nder
letters to sponsors advising that the Manufacturer’s Evidence has expired and provide a tin> “=arn. _ sponsors
to submit updated evidence.

Variations to existing Manufacturer’s Evidence

The information on the manufacturer’s certificates may change over time. Asa co. ue e, the 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-  aufac_.rer’s evidence’ quoting the
unique manufacturer’s evidence ID number. Any changes to the certificc dns' ed to be incorporated in the
variation notification form in eBS.

If there has been a change in manufacturer’s name and/or s’*e ac -ess ponsors will need to attach
documentation from the notified body that provides eviden.  €ti.  unge. This requirement is to prove to the
TGA that the change in manufacturer’s name and/or addr: ,1s A result of corporate changes only and not:

e asaresult of a new manufacturer taking on rosponsibii.  r the production of the devices
e asan alternate manufacturer to those devices .. dy included on the ARTG

If either of the options listed above occur, e2” ¢ . =isregarded as being a different kind of medical device
under section 41BD of the Act and will reauire n w application to be submitted for the device to be included in
the ARTG.

Changes to existing manufac. .cov’'s =" _cates
The changes to existing manuf. .tux - certificates that can occur over time include:

e expanding the range nfnr.  -ts covered under the scope of the certificate

reducing the rangc rod ts covered under the scope of the certificate

updating the

- _cert’ «c=” umber following reissuing of a certificate
- re-is_.e d _efollowing a surveillance audit and reissue of the certificate

. *eri. “he conformity assessment procedures (change to the Annex route)
ch. _ing the Notified Body undertaking the audit; or
e .mending 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 similaritie= th . -adopted by
the European Union (EU). However, while similar, the two systems do have some diff :n.

This information will assist:

e Australian manufacturers who export medical devices to the EU or who i, 1t xport to the EU
e Australian sponsors who wish to import CE-marked medical devicer .ito t' = Australian market
e Overseas manufacturers who wish to manufacture for both the™ . . and Australian markets

Regulatory frameworks
Australia regulates medical devices under:

o the Therapeutic Goods Act 1989 (the Act)
e the Therapeutic Goods (Medical Devices) Regu. ns 2002 (the Regulations).

The EU has multiple directives to cover med® il . ‘ces:

e Medical Device Directive (MDD) 93/ 7/E!
e Active Implantable Medica’ evic Yire .ive (AIMDD) 90/385/EEC.

EU Directive 2007/47/EC, intr’ 'uc  on 5 September 2007 in the European Parliament, made significant
amendments to the MDD an.. MDD. The changes introduced by the new Directive are fully effective from 21
March 2010.

This section of the ARC ‘D d cribes the differences between Australia and the EU now that the new Directive
2007/47/EChay me.  effect.

In vitro dia- .osti. cvices

Ther ,ulat | 7 aeworks for in vitro diagnostic devices (IVDs) are different in Australia and the EU. In the EU,
IV™ ~ar.  ver . by theIVD Directive 98/79/EC. In Australia, IVDs are regulated as a subset of medical devices
bu. ea. actregulatory requirements. See the TGA website for IVD regulatory guidance.

.cific .ufferences between Australia and the EU in relation to IVDs are not covered in this document.
A. _ralian 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 sponsor’s 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 n~» :a  ~ddress of
either the person responsible or the authorised representative of the manufacturer or{ .c  norcer 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 aligr- *. k. _tails see Section 7. What a
sponsor needs to know about conformity assessment.

In the EU, manufacturers may need to engage a Notified Body to ob* "~ cu . mity assessment certification. This
certification is called CE Certification. Once this certification hast 2n. 1ed the manufacturer may affix the CE
mark to their devices prior to supply.

Declarations of conformity

In the EU, manufacturers make a Declaration of C' nformity . <) under the MDD or AIMDD. This is a formal
statement signed by an authorised representative  *he manufacturer. The DoC states that the device (including
the name, type or model of the device) has beer ~reri. ' in accordance with the relevant conformity assessment
procedure and meets the requirements of th- vi: ~ ~r AIMDD.

In Australia, the conformity assessment »=ace s require the manufacturer to make a DoC in accordance with
the Australian legislative requiremen' I'he "ustralian DoC:

e ismade under the relevant ¢l se. .iedule 3 of the Regulations

e states that the device (ir’ ding . .e name, type or model of the device) has been verified in accordance with
the relevant Australia» co.  mity assessment procedure

e includes the GMDI ode nd classification of the devices
e indicatesth¢ . ~u= Product Identifier for each Class III and AIMD device

Australia ¥ ster of Therapeutic Goods (ARTG) and CE marking

Th~ AR isth egister of information about therapeutic goods for human use that may be imported, supplied
in xpo. 1 from Australia. All medical devices, including Class I, must be included in the ARTG before supply
in< . lia. There are limited exceptions to this requirement specified in the legislation, such as for

rerin.2ntal use. These exceptions are detailed in Section 20. Access to unapproved medical devices in
A alia.

In the 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
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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.

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. C’
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 tab! 3 .a' .se. For
further information regarding GMDN, please see Section 10. Including medical devices in th~ *R'i_

Retention of records

In Australia, the manufacturer must keep all manufacturing records for atleast 5 yeai  om .ae last date of
manufacture or the lifetime of the device, whichever is longer. However, distribut.  rec Js relating to Class
AIMD, Class III or implantable Class IIb medical devices must be retained by t+ -no, - for inspection by the
TGA for 10 years.

Similarly, the EU directives require the retention of manufacturing reco s fo1 years from the last date of
manufacture or the lifetime of the device, whichever is longer. Howe=~r, | .plantable devices, records must
be kept for at least 15 years from the last date of manufacture.

Please note: Directive 2007/47/EC introduces the require- ... “at manufacturing records of
implantable devices must be kept for at least 15 years fro  *he ..tdate of manufacture.

Differences between Austr-lic Essential Principles and EU
Essential Requirements

The Australian Essential Princip’es ar spec ed in Schedule 1 of the Regulations. The analogous requirements in
the EU are referred to as the Esser al rements and are specified in Annex I of the MDD. The following table
compares the Australian Essen” al.  ciples with the EU Essential Requirements.

Despite the differences, and w  the exception of some medical device manufacturers who require a TGA
Conformity Assessment Sica -, CE Certificates can be submitted in support of an application to include
medical devices in the. TG 'is will continue once the amended MDD (due to Directive 2007 /47 /EC) becomes
fully effective.

For more det>*"'3 on . Conformity 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 ergonomic
features of the device and consider the techni
knowledge, experience, education and trai:
intended users while designing the devi~~

T 01

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 clarifi- 'eq. 'mentsin ER 7.1:

‘particular attention mus.  va. .0: where,
appropriate, the resul* fb. ‘fysical or modelling
research whose va'" ity been demonstrated
beforehand.’

kEn 7.4

Please see Section 14. Medical devices incorporating a
medicine for more details.

EP 7.5—Minimisation of risks associ=
substances.

~witi. _aching

and

EP 7.6—Minimisation of ris
or egress of substances

'ssociated 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 =>*bst. , that are carcinogenic,
mutagenic yr* - toreproduction are addressed in
Aus. da¥a L, e eneral risk management

uire  nts of EP 2. Users must be informed of any
re al 1. s remaining after design-based risk

A6 orrisk 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
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Australian Essential Principles (EPs) EU Essential Requirements (ERs)

above).

administer and/or remove medicines, body liquids or
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 lab 1
on the device itself and/or on the packaging for eac.

unit or, where appropriate, on the salespack’ | asa
device containing phthalates.
If the intended use of such devices ins .u . tre.cment

of children or treatment of pregnant  .ur ng
women, the manufacturer must 7iue . specific
justification for the use of ths = suL  nces with
regard to compliance witk * e. ~ntial requirements,
in particular of this par~gr.  wichin the technical
documentation and. wi  ~ th . instructions for use,
information onres.  aly . s for these patient groups
and, if applicak™ on._ .opriate precautionary
measures.’

EP 8.2—Control of animal, microbial, or recombinant
tissues, cells, and other substances.

ER 8.7

1 sSe. _ection 15. Medical devices containing

aa. s of animal, microbial or recombinant origin
=+ ore details.

EP 10—Medical devices with a measuring functio.

ER10.3

The software d 7e'op  'n* recycle is not explicitly
addressedinth  “strauan EPs. EP 12.1 addresses
other requir~enu. medical devices incorporating
electronic’ rc©  ummable systems.

Sre Sc
% adic

n 1~ _ictive medical devices for more details
1evice software requirements.

nl”

The Australian EP 10.1(3) requires that me ,u ~ns | Inthe EU, ER 10.3 states that the measurements must
must be expressed in Australian legal units of be expressed in legal units conforming to the
measurement; or; if the device measy _ a ph, _.cal provisions of the Council Directive 80/181/EEC.
quantity that is not prescribed ‘nde hel ‘ional

Measurement Act 1960, the unitc -ecw .0 be

approved by the TGA.

EP12.1 ER 12.1(a)

Directive 2007/47/EC introduced additional
requirements to ER 12.1(a):

‘for devices which incorporate software, or which are
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.’

+ .3.1—Information to be provided with medical
devices—general.

The Australian EP 13.1(3) requires that the
information must be provided in English and may also
be provided in any other language.

The Australian EP 13.1(5) requires that any number,
letter, symbol, or letter or number in a symbol, used in

ER 13

Article 4 (4) of the MDD allows individual Member
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
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Australian Essential Principles (EPs) EU Essential Requirements (ERs)

the information to be legible and at least 1 millimetre
high.

supplied by the manufacturer of medical devices.

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 (¢

Active devices in the EU require the year of
manufacture if the device doesn’thaveauss' y. =
(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 requi .. tunder ER9.1:
any restrictions on use, in re 1 to uther devices or
equipment, must be indic. e label orin the
instructions for use.

101,

EP 13.4—Instructions for use must include:
Item25

Information about any medicine (including any stable
derivative of human blood or blood plasma) th: s
incorporated, or is intended to be incorporated, 1.

the device as an integral part of the device

"R1Z

—

2 15.3 (n) requires that devices incorporating
um  olood derivative must indicate this on the label.
. .ding this information in separate instructions for
use is insufficient in the EU.

EP 14

Australian EP 14 requires that ‘very 1edi |device
have clinical evidence, appropri- - fo. use and
classification of the device, de .o ~ting that the

device complies with the a}._
Essential Principles

-able provisions of the

ER 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 par  fto.
hip, knee and shoulder replacements from Class IIb to Class III. Hip, knee and shoulder joint replac~ -=n. “at
have followed the Annex II conformity assessment procedures must undergo a design dossier ex mi* daton
(Annex I1.4) to be placed on the EU market after 1 September 2009. Devices currently approved 1= Annex VI
in conjunction with Annex III have until 1 September 2010 to upgrade the Annex VI confor, “ssessment
certificate to Annex IV or Annex V of the MDD (Annex VI is not acceptable for Class Il d ’s).

In order to maintain CE Certification for these devices, manufacturers may need toup, e v.eir conformity
assessment certification. If the CE Certification lapses they may not have appropri.  evi. _nce to support ARTG
inclusions for hip, knee and shoulder joint replacements as Class IIb devices it 1sti .. If this occurs the
manufacturer has the following options:

e Do notsupply the device in Australia
e Obtain MRA certification (available only to EU manufacturers™ .u. = Australian Class IIb devices
e Obtain a TGA Conformity Assessment Certificate

e Support Australian health professionals to considers; ‘ial . cess arrangements as described in Section 20.
Access to unapproved medical devices in Au< ralia

Please note: The IIb classification of hip, knee 7sn. der replacements in Australia is subject to
change pending the outcome of the public ¢ 1s 1. ‘on that closed in December 2009. Further
information and the consultation paper i< avi -’ le on the TGA website.

Devices intended for direc. ~nu..c with the central nervous system

In the EU, all devices intende  ecifically for use in direct contact with the central nervous system are Class I1I
(Annex IX, Rule 6, 7, 8 of © ML . ‘Central nervous system’ is defined as the system in a human being that
comprises the brain, r 1ing  and spinal cord.

In Australia, dev.  inte. _d for transient use in direct contact with the central nervous system may be
classified as Class i, I1a, or Class IIb (Schedule 2, Part 3.2 of the Regulations). Devices intended for short-
term, long-t 10 ~implantable use in direct contact with the central nervous system are classified as Class III or
Class: .MD . ule 2, Parts 3.3 and 3.4 of the Regulations).

r  -~en. e:Directive 2007/47/EC amended the MDD to classify transient devices intended
_e. ally for use in direct contact with the central nervous system as Class IIL

Deftinition 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 Il in Europe now, which is th=
same classification as in Australia.

However, the EU definition of ‘central circulatory system’ was not extended to include the commo~ ..
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 to’ = u. " to record x-ray
diagnostic images are classified as Class Ila (Schedule 2, Part 5.4 of the Regulations Thi. classification rule
captures x-ray films, but not digital image receptors, as they are active medica.  ic .. Digital receptors that
capture x-ray images are classified as Class I in Australia (Schedule 2, Par* . of . Regulations).

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 r 91, wre both Class Ila medical devices.

Please note: Directive 2007/47/EC replaced the wording nc ~ “ct..  cvices’ with ‘devices’ in Annex IX,
Rule 16 of the MDD in order to capture digital image rece ors

Active implantable medical devices and ac. sories

In Australia, active implantable medical devic: . "ML are classified as Class AIMD (Schedule 2 Rule 5.7(1) of
the Regulations). Accessories to AIMDs are « .s .fi  n their own right and accessories may be Class I, Class |
sterile, Class I measuring, Class I1a, Clas= "™, 0  .ss Il depending on the intended purpose.

Implantable accessories to AIM™ ~are ‘'ass I (Schedule 2 Rule 5.7(2) of the Regulations). This means
implantable pacing leads (Class [ ~re  _sified differently to the implantable pulse generator (Class AIMD).
Active medical devices intend= (o1 ~trolling, monitoring or directly influencing the performance of active
implantable medical devices. also classified as Class I1I in Australia (Schedule 2 Rule 5.7(3) of the
Regulations). This mear ice .aatare not implanted such as pacemaker programmers and external cochlea
implant speech proces rsa Class II], and are classified differently to the implantable pulse generator, which is
Class AIMD.

In the EU, the ATML ctive (AIMDD) does not include a device classification scheme. All AIMDs and AIMD
accessories’ ve -ered under the AIMDD and are treated in an equivalent manner to Class Il medical devices in
the E* DL .ow . risk AIMD accessories are not classified as Class Il or AIMD in Australia.

A, sm. meetthe Australian Essential Principles for medical devices. All of the EU AIMD Directive
90" ‘EEL Essential Requirements are addressed in the Australian Essential Principles, including the
OWL :

5"

e .IMD Directive Essential Requirement 12 requires that AIMDs incorporate an identifying code that can be
read 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 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 '
comply with State or other Commonwealth legislation where they exist, for example, the National Standard *
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 w© nt. aeaning of Article
1(2) of Directive 89/686/EEC on Personal Protective Equipment will be required” mu  *he basic health &
safety requirements of Annex II to that Directive as well as the Essential Requir=me ot the MDD. The
manufacturer may require separate certification under both Directives.

In Australia, the medical devices regulatory framework does not impose uditi nal requirements for medical
devices that are also considered personal protective equipment. This do  ~~” Jreclude, however, some
requirements to comply with state, territory or other Commonwe- Tisiation where they exist. For example,
performance and safety standards applying under consume safe leg ation.

Please note: Non-sterile protective or safety apparel orec vm  used in the home or for occupational
or recreational use is excluded from the jurisdiction of the . lease see the Therapeutic Goods
(Excluded Goods) Order No. 1 of 2008 for mor. tails.

Please note: Directive 2007/47/EC ir .ude” additional requirements for medical devices that are
considered personal protectiv cruip  °n*

Medical devices intende.. v disinfecting, cleaning, etc

In Australia a medical ¢ vic  hatis intended to specifically be used for disinfecting another medical device is
ClassIIb (Schedv = 2. F =5 2) of the Regulations). These devices include sterilants, sterilisers, and
instrument-grad.  -infecwants intended to disinfect both invasive and non-invasive devices.

In the EU, al' __vices ...cended specifically to be used for disinfecting medical devices are Class Ila unless they are
specif’ ally - ed for disinfecting invasive devices, in which case they are Class IIb (Annex IX, Rule 15 of the
MPD).

2. ote: Directive 2007/47/EC amended the MDD to classify the devices intended specifically to be
<ed for disinfecting invasive devices as Class IIb. These devices are also Class IIb in Australia.

1+ swever, devices intended specifically to be used for disinfecting non-invasive devices are Class Ila in the
EU but are Class Ilb 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).
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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,
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, scien:
medical and refrigerant use—Labelling and colour coding specify requirements for gas cylinders supplied wit..
medical gases in Australia.

In the EU, medical gas pipelines when ‘placed on the market’ are medical devices. However, they are cc  ‘dercd

not placed on the market when purpose-built for a hospital. Medical gases stored in gas cylinders Isc
classified as medicines in the EU. The international standard ISO 7396—Medical gas pipeline sysi v s
harmonised under the MDD. Requirements for medical gases stored in gas cylinders are giv- in.  pean

standards. The requirements for labelling, colour coding, and connections for medical ge= ys  ‘sand for
medical gases stored in cylinders will be different to those of Australia, and may vary A .. “ing on the country.

Iy

Devices with radio-communication transmitters and/or that connect” »t¢ ~ommunications
networks

Medical devices intended for connection to Australian telecommunication = wc or that use Australian radio
communication spectrum are required to be compatible with these syst: s (s ® Essential Principle 9.1).

In Australia, medical devices that connect to a public telecommunic="">ns .work must comply with the
Australian Communications and Media Authority (ACMA) A-Tick’ qu. ments. Medical devices with radio

communication transmitters (for example, Bluetooth devic. mu -~ .ply with the ACMA spectrum licensing
and C-Tick requirements. Further details are availablein S 13. Active medical devices.
The EU radio spectrum and telecommunications requirem. - or example, Radio & Telecommunications

Terminal Equipment(R&TTE) Directive 1999/5, ™ are different to those in Australia.
Medical devices that connect to public »»~ins ~ctricity networks

Medical devices intended for connectionto. .s* a .. public mains electricity networks are required to be
compatible with these systems (see Esse=*ial T " _iple 9.1).

The Australian mains electricitv -upp ope tes at 230 volts, 50 Hz. All electrical equipment, including medical
devices, connect to the mains eler ‘ci.,  _ply using a plug with active and neutral pins partially insulated and
with Australia-specific pin con” ;u1 “n as required by AS/NZS 3112—Approval and test specification—Plugs
and socket-outlets.

For more details, pleass .. ctiun 13. Active medical devices.
Inthe EU, them; ~ ~o. -~ Jnrequirements will be different to that of Australia and will vary depending on the
country.

Medical d- ..r- - incorporating a medicinal substance

In Austr ‘ia, m< 7 Cinal substances that are incorporated or intended to be incorporated in the device must meet
tl.  sti.  nregulatory requirements for medicines. Manufacturers of these devices must obtain a TGA
Cor ity Assessment Certificate. See Section 14. Medical devices incorporating a medicine for more details.

‘he Eu, for devices incorporating a medicinal substance, the Notified Body has to consult with one of the
Cu  petent Authorities, or the European Medicines Agency (EMEA) to verify compliance with Annex 1 of
Directive 2001/83/EC relating to medicinal products for human use. For devices incorporating human blood
derivatives, 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 o' vi.
Catgut sutures are no longer supplied in the EU. In Australia, catgut sutures are classified as Class Il m  -al
devices because they contain substances of animal origin. Animal material must only be sourced ” . -ou .cries
that have not reported indigenous cases of Bovine Spongiform Encephalopathy (BSE), unlessit« ~".e’ stified
otherwise.

As manufacturers of catgut sutures are not able to obtain valid CE certification, the TGA 'ss1, «t of the
conformity assessment procedures cannot be abridged and an on-site audit of the ms  fac. 'ng facilities will be
required.

Medical devices containing gelatine and collagen

There are differences between the EU and Australia in terms of requiremr .5 for Luvine-bone derived gelatine
and collagen used with medical devices.

In the EU, collagen and gelatine used for the manufacturing of mes” .. ~vices shall meet at least the
requirements as fit for human consumption (Article 1.3, TS™ Dire ‘ve  03/32/EC).

In Australia, bovine-derived gelatine and collagen raw mat- ~ “one) must not be sourced from high-risk
countries. See Supplementary requirements for therapeut 7oc . ror minimising the risk of TSEs on the TGA
website for more details.

Medical devices containing tissues, cells, o0  hstances of microbial or recombinant origin

In Australia, medical devices containing tissr s, = or substances of microbial or recombinant origin are Class
III (Schedule 2, Part 5.5 of the Regulations). ™M 1 acturers of these devices must obtain a TGA Conformity
Assessment Certificate.

There is currently no distinctic. «»th "I+ sarding such devices and they are classified according to the other
rules on the basis of the intende1, mosc. This means that some devices classified as Class III in Australia will
have a lower classification in ' : EU. _nerally, implantable or long-term surgically invasive devices will be Class
IIb and transient or short-tert.  rgically invasive devices will be Class Ila, but some devices that are Class I in
the EU may contain sut’ .. s 0. microbial or recombinant origin.

Medical devic * 21. = .ag mercury

In Australia, the nie devices regulatory framework does not impose any additional requirements for medical
devices con’ . wmercury.

Inthe ¥7 Direr'” e 2007/51/EC imposes restrictions on the marketing of certain measuring devices containing

n. wy. orcury-In-Glass fever thermometers may no longer be placed on the market. Mercury

spr "manometers may no longer be placed on the market for sale to the general public, but may still be
alab. ror healthcare professionals.

M .ical 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.
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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
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 anc
appropriate conformity assessment procedure must be performed. See Section 19. Single-use devices (ST'™S) fo.
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 :p’ .c~ssed
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 v thc  gulatory
requirements of the destination country, such as the countries of the EU. These d- ‘ces  'Ineed to be included
on the ARTG, but are treated as Class I, regardless of other rules. This provideshas. ~ntrols over medical
device exports in line with international treaty obligations.

There is no equivalent rule in the EU. These devices are classified in the' i1me - anner as other devices.
Special/particular procedure for systems and procedure -~ ~k.

In the EU, the ‘particular procedure’ defined under Article  oft MD can be applied for systems and
procedure packs, if all products making up the system or pre.  'urc _.ck have the CE mark, including medical
devices, medicines, and non-therapeutic goods.

In Australia, the special procedure requirements “Schedule . _ause 7.5) for products making up a system or
procedure pack are different from the EU. The sp. 1 procedure can be applied if the manufacturer can meet
the following requirements for the products inc':*dec  the system or procedure pack:

e medicines, or other therapeutic goods,1 .is t _anappropriate ARTG entry
e medical devices must have unders ..c ar appropriate conformity assessment procedure
e non-therapeutic goods are 1ic” ~eq _to have undergone conformity assessment

There are also other requirer 1its fc. .pplying the Australian special procedure. For more details, please see
Section 16. Systems and proce. = packs.

Certification of ster isa. n providers

In Australia, ther ‘e no. cquirements for certification of sterilisation providers under the regulatory
framework.

\—

Direct’7e 2 . ECamended Article 12 of the MDD so that sterilisation providers, who sterilise CE-marked
medica’ ~vice .tended to be sterilised before use in the EU are limited to use conformity assessment
pr Aur. 'nder AnnexIlorV.
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Section 9. International
agreements

Overview

The TGA’s participation in international forums helps ensure Australia aligns its policies, regulatory framewor.
and standards with international standards. This avoids unnecessary regulatory duplication, burden anc¢ on
manufacturers of therapeutic goods. It also assists in enabling consumers, patients and practitioners t.  ces.
therapeutic goods in a timely manner.

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

e various World Health Organization (WHO) committees including the WHO . - Kegulator’s Network

One of the TGA strategies to reduce the regulatory burden on industry i: ) ne tiate agreements with other
international regulators. These agreements can range from:

e recognition and acceptance of regulatory decisions on s~ecif »roi cts, to

e sharing information about regulatory processes, such~ ~ * pre-market assessments occur before a
product is able to be supplied
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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 another
Agreements (MRAs) government to enable each government to recognise/accept the decisions mde
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 following an internationa.
agreement between the two countries, for example, WTO Agreer ... a
Technical Barriers on Trade

Memoranda of e terms of the MoU are not usually legally enforceable

Understanding (MoUs)
e MoUs are generally used where the parties wish tr for. ‘ise the arrangements

between them but do not wish to create any legali, ~d...g obligations

Memoranda of e generally described as an ‘arrangement’” _.ween two agencies or governments
Intention (Mols),

Records of e terms are not usually legally enforce-hle

Un((iiel;;tandlng (RoUs) e very similar toa MoU, how -er,. =om countriesa MoU (as translated) can be
and others

taken to mean a legally bina. ag.  .ient

Current international agreer~ents

The details of the MRAs and MoUs with leadir =r..onal regulatory agencies are available on the TGA
website. As at 28 March 2011, thereareagr 1 :  ‘n place with:

e Canada

e Europe

e Singapore

e Switzerland

e the United S tesc 'mrs .ca (USA)

The TGA has also <. ™'~hed cooperative arrangements with a number of regulators in other jurisdictions to
facilitate inf~ .0~*on snaring 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)

Please note: for :
please see Section .

signed on 24 April 1998

applications to include a Class III 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 the European Community.
Australia and New Zealand

recognises the competence of designated conformity assessmentb.  >sin
the EC to undertake conformity assessment of medical devir s Auscwralian
regulatory requirements, which means devices imported ui . tt MRA
from the EC can be placed on the Australian market w? ‘t1u. aler
assessment by the TGA

recognises the competence of the TGA to underte.  assc,sment of medical
devices for compliance with the requirement. +cu .fication (CE Marking)
for entry onto the EC market

for Australian manufacturers, this © ..s prouucts for export to the EC can
be assessed to European requiremc sin )njunction with assessment for
the Australian market

‘ma ~riv dtissues, radioactive materials, in vitro
“ulacwured in other countries, such as the USA,
CE marking) are excluded at the present time.

devices incorporating
diagnostics and device

(even those devicest tha

e information on how to obtain a certificate under the MRA
‘"hat a manufacturer needs to know about conformity

Agreement on mutual
recognition in relation to
conformity assessment,
certificates and markings
between Australia and the
Republic of Iceland, the
Principality of Liechte .
and the Kingdo'n ef M wa
(known asthe,  A-Miwy

Please note: witze. .adis
notiz<luc ° . s

asreer nt. 1Y (GAhasa

. ratc 2Uinplace with

St land.

assessment
e sigr lorn  April 1999
¢ licc ons to include a Class III device on the ARTG will not be selected for

an . plication audit if a certificate of conformity has been issued for that
7ice 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 be
assessed to European requirements in conjunction with assessment for the
Australian market

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
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Agreement Key features

Please note: for more information on how to obtain a certificate under the MRA

please see Section 6. What a manufacturer needs to know about conformity
assessment

TGA - Health Canada
Memorandum of
Understanding on Quality
Management Systems
Certification for Medical
Device Manufacturers

e signedon 1 ]June 2007

e  assists industry by enhancing regulatory cooperation between the two
regulatory bodies

o allows for the recognition of Quality Management Systems certifi  ons
issued by each body, and as a result, will prevent duplicate assessm = of
their quality management systems

Please note: for more information on how Australian anc’ v Ze .and
manufacturers can participate, please contact the TG

Please note: The EU-designated conformity assessment bodies have been  .gnai.. as competent and
authorised to carry out conformity assessment via a process that involv  the  julatory authority in an
EU Member State assessing a body as being competent and then no* “-ing, 2U Commission. Details of
the current MDD Notified Bodies can be found at
<http://ec.europa.eu/enterprise/newapproach/nando>.
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Section 10. Including medical
devices in the ARTG

Overview

The ARTG is a register of therapeutic goods accepted for importation into, supply for use in, or exportc  nfr.
Australia. The ARTG can be viewed from the TGA eBusiness Services (eBS) at <http://www.ebs.te= ~v.c.

Medical devices cannot generally be imported, supplied in, or exported from Australia unlessth. - .e’ cluded in
the ARTG.
Only an Australian sponsor can apply to include a medical device in the ARTG. For morr *me. .on please see

Section 7. What a sponsor needs to know about conformity assessment

The exceptions to this requirement are devices that are supplied through one of ti.  ~ur = .echanisms for
supplying medical devices in Australia not included in the ARTG:

e clinical trials in Australia

e authorised prescribers

e Special Access Scheme

e personal importation

e custom-made medical devices

For more information on the first four mechanisms_ ~ase see Section 20. Access to unapproved medical devices
in Australia.

For more information on custom-made med.c2” de .ces, please see Section 18. Custom-made medical devices.

A sponsor can apply to include o« ¥ ~di.  ~ vice in the ARTG if:

e the device complies with = 2 Esc  al Principles

e appropriate conforr >ss. .ment procedures have been applied to the device

There are also ot erre re _ents that must be complied with that are outlined in this section.

All inclusions in v.. R7G are subject to automatic conditions and further conditions may be imposed by the TGA
where itis a» _.onriac..

There ar~ ti.. ce ” ghtly different processes for including medical devices in the ARTG. There are processes for:

. ‘ass  ~dical devices
Ex, .t-only medical devices

e  edical devices other than Class I.
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Process for including Class I devices in the ARTG

The following flowchart summarises the process for including Class I medical devices in the ARTG. For Class I
measuring and Class I devices that are supplied sterile sponsors should refer to Medical devices other than Class
I for supply in Australia.

Sponsor lodges application
to include device on ARTG
via TGA eBS

A 4

Medical device included on i ARTGentrym ': i
ARTG and TGA notifies | __ ___ __ > selected for~ 1. ot !
sponsor ' rov ey, '
Lemeee. - - l
\ 4
Sponsor prints Certificate Certificate of

of Inclusion from eBS Inclusion
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Process for including export-only devices in the ARTG

Export only medical devices are either manufactured in Australia for export only or are imported into Australia
for export only. Export only medical devices are not supplied to users in Australia. The following flowchart
summarises the process for including an export only medical device in the ARTG:

Sponsor lodges application
to include device on ARTG
via TGA eBS

Is the
application
satisfactory?

Application is p~*

approved J

Medical device included on
ARTG and TGA notifies
sponsor
v - A
Sponsor prints Ce. ti' ca c of R Certificate of
Inclusicc  omvc ” Inclusion

/ onsor can now apply for
a certificate of free sale
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Process for including medical devices (other than Class I) in the ARTG

The following flowchart summarises the process for including a medical device that is to be supplied in Australia,
other than Class I devices, in the ARTG:

Sponsor to ensure that
conformity assessment
evidence for the
manufacturer has been
submitted and accepted by
the TGA

A 4

Sponsor lodges application
to include device on ARTG
via TGA eBS

Application
selected for an
Application
Audit?

conducts Application
Audit

Ist >
ap’ .catiz
~at. <t y?

N

Application is not
approved

S

[

dical device included on
ARTG and TGA notifies
sponsor

A 4

Sponsor prints Certificate of Certificate of
Inclusion

Inclusion from eBS

A 4

Sponsor can now apply for
a certificate of free sale
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Applications for inclusion in the ARTG

The Australian sponsor must lodge an application to include the devices in the ARTG using the eBS.

Manufacturers of Class I devices must apply a conformity assessment procedure and prepare an Australian
Declaration of Conformity, however, it does not need to be submitted to the TGA prior to submitting a device
application. However, once included on the ARTG, the sponsor must provide the evidence to the TGA upon
request.

Manufacturer’s Evidence is required for all other classifications of medical device. Before lodging an applica
sponsors must submit and receive notification that the conformity assessment evidence has been accepted b,
the TGA. For more information on how to do this, please see Section 7. What a sponsor needs to know ab
conformity assessment.

In order to lodge an application, the sponsor must in accordance with section 41FC of the Act:

e complete the appropriate application form
e submit the completed application to the TGA
e pay the prescribed application fee

e ensure that if conformity assessment evidence is required for the device th~ta,  ~priate evidence has been
obtained

e ensure that the application does not contain information that is fals' »rm" eading

When lodging an application, the sponsor must certify in accordar “h scetion 41FD of the Act that:

e thedevices are medical devices

e the devices are intended for a specified purpose

o the devices are correctly classified accordine ~ the meaica1 device classifications
e the devices comply with the Essential Princinles

e they have:

- available sufficient informatior o subsiaitiate compliance with the Essential Principles or
- procedures in place, inc’ ding wri  :n agreement with the manufacturer of the devices to ensure that
this information can be ol ‘ne.  um the manufacturer within the period required by the TGA

an appropriate conform’ ‘sses. .ient procedure has been applied to the devices

e they have:
- available - “ci ° .ormation to substantiate the application of those conformity assessment
procedur = =
- proce  .resii _.ace, including a written agreement with the manufacturer of the device/ to ensure that
this ~“ . tion can be obtained from the manufacturer within the period required by the TGA
e *he ice. comply with every requirement (if any) relating to advertising
. . 'evices do not contain substances that are prohibited imports for the purposes of the Customs Act 1901

*he information included in or with the application is complete and correct

Successful Class I (non measuring, non-sterile) applications, lodged in eBS will result in an ‘automatic’ inclusion
in the ARTG. This means that there will not be any further assessment of the application by the TGA prior to the
device being included in the ARTG.

However, all other applications may be selected for an application audit, which involves checking some or all
aspects of the application and certifications.

Section 41FH of the Therapeutic Goods Act 1989 (the Act) specifies that:
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e applications to include certain higher risk medical devices in the ARTG must be selected for an application
audit and an assessment fee will be charged. However, if the conformity assessment evidence is:

- aTGA Conformity Assessment Certificate

- for Class Il devices—a certificate of conformity issued under the Australia - European Community or
Australia - European Free Trade Association Mutual Recognition Agreement (MRA)

- anaudit will not be conducted as the necessary assessments are considered to have already been
conducted

e the TGA may select any other applications for inclusion to undergo an application audit. An application =
assessment fee will not be charged for these audits.

For more information on Application Audits, see Section 11. Application audits of medical device applica

If then and
[ 4
an application to include a device the TGA will notify the sponsor the sponsor¢ ~ri.. e
in the ARTG is successful that the application has been Certificate = nc. ‘on on eBS.
successful
an application to include a device the TGA will notify the sponsor in thes, soi should ensure that
in the ARTG is not successful writing that the application hasnot | « b \:addressed any
been successful de1. _.ncies in the information
ovided to the TGA before they re-
| «pply.

Kinds of medical devices

An inclusion in the ARTG is for a kind of medical de . This means that an entry in the ARTG may cover a range
of products that are of the same kind rather t- ~div .ual devices.

From the Therapeuti  sods. .1989...

41BE
1. F~ the, poses of this Chapter, a medical device is taken to be of the
s.. kind as another medical device if they:

a. have the same sponsor; and

b. have the same manufacturer; and

c. have the same device nomenclature system code (see subsection
(3)); and

d. have the same medical device classification; and

e. are the same in relation to such other characteristics as the
Regulations prescribe, either generally or in relation to medical
devices of the kind in question.
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From the Therapeutic Goods (Medical Devices) Regulations 2002 ...

1.6 Kinds of medical devices — other common characteristics

For paragraph 41BE (1) (e) of the Act, in relation to a Class III medical
device, or Class AIMD medical device, a characteristic is the unique product
identifier given to the device by its manufacturer to identify the device and
any variants.

In the case of Class I, Class I sterile, Class [ measuring, Class Ila, and Class IIb medical devices, one medi~: « -e
is considered to be of the ‘same kind’ as another medical device, if both devices:

e have the same manufacturer and
e have the same sponsor and

e are the same classification and

e have the same GMDN code

Provided these criteria are met, a single entry in the ARTG may encompass mu.. e  vices. There is no record
kept in the ARTG of the product family name, model numbers, or catalogv- umvu  for these classes of device.

For Class Il and Class AIMD medical devices a further requirementis ac dtr ne definition of same kind of
medical device—they must have the same Unique Product Identifi- ™1,.

An example of a kind of medical device is described below:

Manufacturer ‘Acacia Pty Ltd’ manufactures nylor ..  s<intended for general purpose wound closure
applications. The sutures come in a variety of dif. ~nt ._iours, lengths, and thickness. The
manufacturer has classified them as Clas Ib medic.. _.evices.

Sponsor ‘Waratah Pty Ltd’ wishes to irr»ort full range of sutures and supply them in Australia.
Before the sponsor imports the sutu- .s, v ootain the manufacturer's Australian Declaration of
Conformity and discover that they c.e  ia: s.cied as Class [Ib medical devices, and categorised using
GMDN code ‘13905 Suture,ny! . Th .nge of nylon sutures therefore have:

e the same manufactur - (- . Pty Ltd)
e the same classif® ion (. assIIb)

e thesame(’ ~o.. (13905 Suture, nylon)

Because difference in suture colour, length, and thickness do not result in a change to any of the
abov~ Jarai.  _rs, there is no need to have multiple ARTG entries, even though the sutures may have
dif” re ade names (for example, ‘Acacia Blue Sutures’, ‘Acacia Red Sutures’, etc.). The trade name of
he piod” ctdoes not appear on the ARTG, and is not considered part of the definition of a kind of
licai device. Therefore, sponsor Waratah Pty Ltd submits an application to the TGA to include the
fui. ~ange of nylon sutures under a single entry on the ARTG.

Sponsor ‘Grevillea Pty Ltd’ also wishes to supply the same range of nylon sutures in Australia, and they
discover that Acacia Pty Ltd already has an ARTG entry for the products. However, because they are not
the same sponsor as identified in the existing ARTG entry, they will need to apply to the TGA to have the
same range of nylon sutures included on the ARTG under their name before they import the sutures.

This is an example of where different sponsors supply the same products in Australia and, hence, why separate
ARTG entries are required to cover the different kinds of medical devices.
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Unique Product Identifiers (UPIs)

As specified in Regulation 1.6, of the Therapeutic Goods (Medical Devices) Regulations 2002, the UPI is the
combination of words, numbers, symbols, or letters assigned by the manufacturer to uniquely identify the device
and any of its variants.

This is generally different to the catalogue or stock unit identifier assigned to the device.

Often, the family name, model names, and model/catalogue numbers will form a hierarchy in identifying the
device.

Different manufacturers identify their product lines in different ways such as:

e  using family names to identify a range of similar devices
e uniquely identifying each device with a model number
e acombination of both these approaches

For example, a family of prosthetic heart valves may be represented as follows:

Model Names GIob.us atrial I GIObl.,lS mitral
prosthetic heart valve prosthetic heart valve :

A123-13 B M123-13
: Denotes 13mn.  1meter | Denotes 13mm diameter
A e - M123-15

Denc*~<1L - diameter Denotes 15mm diameter

Model/Catalogue | 123-17 M123-17
Numbers ' *otes 17mm diameter Denotes 17mm diameter
A123-19 M123-19

Denotes 19mm diameter Denotes 19mm diameter

ais .mple, the family name does not uniquely identify all of the device models in the product range.

~efore, the term ‘Globus prosthetic heart valves’ is not considered a UPI, because it does not distinguish
be. veen the different intended purposes of each model in the product range—atrial- versus mitral- valve
replacement.

However, the model names:

e Globus atrial prosthetic heart valve

e Globus mitral prosthetic heart valve
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are considered UPIs. This is because the model/catalogue numbers are only variations of the diameter of the
device that do not change its intended purpose.

Global Medical Device Nomenclature (GMDN) Codes

GMDN codes are used by regional or national regulatory bodies to consistently describe medical devices. GMDN
codes are used to assist in the:

e consistent assessment of devices before they are approved for supply
e ongoing monitoring of devices once they are available for supply

The GMDN database is a collection of terms that use a unique 5-digit code to describe particular devices. ..
database is maintained by a not-for-profit company based in the United Kingdom.

International regulatory authorities, including the TGA, liaise with the GMDN Agency to request ae umeuts to
existing codes and the creation of new codes. Other GMDN users may also make applicationsto« VM JN
Agency. For more information please see the GMDN Agency website at <http: //www.gmd: Cy.ui 8>

When lodging an application to include a device in the ARTG, the sponsor must specifv’ .. D1 code that best
describes the devices that they want to include in the ARTG.

The manufacturer is responsible for determining the appropriate GMDN code fara  ice or range of devices, as
manufacturers are best placed to determine the correct GMDN code. Sponsors > - :d to seek the advice of the
manufacturer and the manufacturer’s Declaration of Conformity in order’ erit, .e GMDN code before
submitting an application to the TGA.

GMDN codes are available as a look-up table within eBS. Some GM™ ac. within the TGA database may differ
from GMDN codes in the GMDN Agency database. Sponsors ~hou con ctthe TGA if there is a discrepancy that
requires attention.

Please note: Where there is no clear GMDN term for a par. ' medical device, the GMDN term that
most closely matches the product should be use. ' the sponsor for the purposes of including the medical
device in the ARTG. This may mean that the GDM. ~scription’ associated with the GMDN 'term' may
not be strictly accurate. To enable sponsors - vai.  ucturers to include medical devices in the ARTG
without the need to have new GMDN codes e’ .. “he TGA focuses on ensuring that the GMDN term
and intended purpose are consistent, rothert -~ he GMDN description. Any discrepancy between the
GMDN description and the intended - rpos- of the device will not affect the validity of the ARTG entry,
as the GMDN description does otap ar .the ARTG certificate or the ARTG record.

Australian Regulatory Guidelines for Medical Devices, Section 10. Including medical devices in the Page 172 of 337
ARTG
V1.1 May 2011


http://www.gmdnagency.org/

GMDN structure

Each GMDN code is linked to a category and term(s). The GMDN structure consists of the following:

Level

Device category

Description

e 14 categories

e broad break down of
the entire medical
device market

Examples

dental devices

e single-use devices
e reusable devices
e anaesthetic and respiratory devices

e invitro diagnostic devices

Template terms

broad names that group
similar preferred terms

forceps

Preferred terms

represent a type of device
that has the same or similar
intended purpose or
common technology

e forceps bone

e forceps hions,

Synonym and multi-linked
synonym terms

From a previous coding
system—eBS will default to
the appropriate cross-
referenced code

o force] 'uns
IZ N m Synonym | Definition
weezers Hand held dental instrument
1814 | dental [ I used to grasp a dressing
I' a2 dressin‘gi whichis being applied orally
39187 | dressing — 31814 No definition
| dental

Device name

UPI—Notspe .¢  tue

GMDN code cat” sa « - the

manufas  ern. .cprovide

eroug’ nfor ationto

en” le.  _ecific product
b.  ~ntified

May include make and/or model number. For more
information please see Unique Product Identifiers.

~hc

The data required for «

;sification is:

GMDN category GMDN template = GMDN preferred term Device type (UPI)
term

F amy Reusable devices | scissors scissors suture

.55 v v optional n/a
Ciuss I sterile v n/a v n/a
Class I measuring
Class Ila
Class IIb
Class 111 v n/a v v
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GMDN category

GMDN template
term

GMDN preferred term Device type (UPI)

AIMD

Please note: The UPI is not part of the GMDN code database.

Examples of GMDN codes and UPIs

The GMDN Agency uses the GMDN category for grouping similar devices but the category is not 1w _.. .thc
actual GMDN code. The following examples of GMDN codes illustrate how the detail held increa - i’

classification:

Classification Information required Examples - GMDN code m

Class I non measuring and | Template term 12340 Light for medi-al n/a

not sterile Optional preferred 35079 Forceps

term

Class I sterile Preferred terms 16668 P .., ntal, carbide n/a

Class I measuring 1. 9L 2ntal, steel

Class Ila 67. T, dental, diamond

Class IIb

Class 11 Preferred term 34615 Dressing, absorbable, | Collatape

AIMD UPI Collacole
Collaplug

Please note: It is important .
on. ctthe TGA if they are unable to identify an accurate GMDN code after:

device. The sponsor sh
e checkingt =Ne

e contacting a.

° eare o S,

o

wsure that the template and/or preferred term accurately describes the

-at qa of Conformity

~ aufacturer
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Variants for Class Il and AIMD devices

From the Therapeutic Goods (Medical Devices) Regulations 2002 - Dictionary...

Variant means a medical device the design of which has been varied to
accommodate different patient anatomical requirements (for example,
relating to the shape, size, length, diameter or gauge of the device), or
any other variation approved by the Secretary for the purposes of this
definition, if the variation does not change the intended purpose of the
device.

The regulatory framework for medical devices recognises that many devices are provided invar 4
configurations, or with varying characteristics, such as size and length, while the intended r  osc _each
device is exactly the same. For example, a cardiovascular stent may be supplied in four 7°" :re. ‘iameters and
six different lengths. These variations are only to accommodate differing vessel diam ¢ .rs 1 occlusion lengths
for different patients.

Class IIT and Class AIMD devices can have one or more variants associated wit* - siy ARTG entry. This
minimises the number of entries required in the ARTG, but still provides a suffic * r concise level of
identification of the products.

J

The list of currently allowable variants is available on the TGA website. . .cion, the eBS electronic
application form provides a drop-down list of variants that the TC' «. vs, which a sponsor will access when
entering an application for a Class III or Class AIMD device

Examples of the currently allowable variants are:

e Diameter (mm)

e Gauge (cm)

e Shape (of tip)

e Suture, no. of strands

e Volume (mL)

Adding new allowable va, ~ts

The TGA is responsible drc¢  sidering a number of factors when deciding whether a variant is acceptable for
identifyinga me - "d. or the purpose of entry onto the ARTG:

e Arethedevices ame classification?
e D the ¢ .esame GMDN codes?
e ‘'reu. ‘ntended purposes of each of the devices the same?
Ju  rdevices operate or function in the same way?
e  ‘rethe physical design and construction the same or very similar?
e Are the devices made of the same material(s)?
e  Are therisk profiles for each of the devices the same?

Please note: The intended purpose is determined from all sources of information that accompany the
device. This includes information on the label, the Instructions for Use, and any other advertising
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information or product literature for the device. If there is evidence in the accompanying information to
suggest that the intended purpose of a device is more specific than what has been nominated in the eBS
application, the more specific intended purpose will be used for assessment purposes.

If a sponsor considers a device to have a characteristic that is not listed in the current allowable variants list, but
that fits within the concept and definition of a variant, they are encouraged to contact the TGA via email at
<devices@tga.gov.au>.

The sponsor will need to provide a detailed written rationale supporting inclusion of the variant type in th~ list
of allowable variants, and supporting documentation such as labelling, Instructions for Use and advertisi
material.

Additions to the allowable variants list must be approved by the Delegate to the Secretary before ae canve
included as an allowable variant in the eBS application form.
Medical device variant examples

Globus prosthetic heart valves

Using the example on Page 171 of the heart valve, a separate application for inclu. -~ a1 ,ubsequent entry in
the ARTG would be required for both the Globus atrial prosthetic heart valve = 'the  obus mitral prosthetic
heart valve. This is due to the difference in intended purpose and UPI of th~*wc ces.

However, each of the heart valves is available in multiple diameters. Th isair cceptable variant because the
diameter of the heart valve is considered an allowable variant. The<~ de. are supplied in differing diameters
to accommodate the variation in size of the natural orifice within' .e1. rtbetween different patients. For
example, patient A may be physically larger and so mightr. 'ai -er iameter valve than patient B.

When entering variant details in the eBS application, the v i«ai. e would be ‘Diameter (mm)’, and the variant
range would be: 13-19mm

Angiography Catheter Curve Styles

Angiography catheters are intended to inject ¢ -as.  :dia into blood vessels of the cerebral, visceral, or
peripheral vasculature for visualisation of tt v- > ~r system of a targeted area of the body. Patients
undergoing this procedure vary greatly in the © 72 ind orientation of their vasculature. Angiography catheters
are often supplied in a variety of differ . ‘cvrve styles’ to accommodate for this natural variation between
patients.

Common catheter curve styles * ¢

e Amplatz
e Femoral
e Brachial
e Internal .armaiy
e _Ver dcwar” gtail

For nu., sses of this example, the delivery system for each curve style is identical and each curve style of the
1° (e thesame intended purpose, which is to inject contrast media for the visualisation of the vascular
“em. Each device has similar physical construction and is manufactured using the same process.

It is therefore acceptable to consider the ‘curve style’ of the catheter a variant.

Provided the devices can be covered by the same UPI, and the classification and GMDN code do not change as a
result of the curve style, only one entry in the ARTG would be required.

When entering variant details in the eBS application, the variant type would be ‘Shape (of tip)’, and the variant
range would include: Amplatz, Femoral, Brachial, Internal Mammary, and Ventricular Pigtail.

Catheter Delivery Systems
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Cardiovascular catheters are directed to the central circulatory system using a pre-positioned guidewire. As an
example, two differing designs can be used to locate the catheter using the guidewire either:

e inserting the catheter over and encasing the entire guidewire within the catheter

e constructing the catheter such that only a relatively small portion of the distal end of the catheter is hollow
to encase the guidewire, allowing the catheter to be located at the treatment site within the central
circulatory system

The intended purpose of both catheters is the same, however, for each of the catheters there are differences
the:

e construction of the catheters

e some or all of the materials used
e physical construction

e clinical use

As a consequence, the risk profile presented by each of the devices is also different, ar< ,¢, te entries in the
ARTG are required for each device.

Sutures

Sutures generally follow the model of describing different variants of sutur us. family name approach. The
intended purpose of all types is to approximate the edges of an incision” assi- in healing. They are also
provided with:

e varying configurations
e with and without varying types of needles
e indifferent

- lengths
- packsizes

They may be supplied constructed using eit!
e asingle filament of suture materia’ aonc .ament

o

e multiple filaments of matei al —n. .ment

Provided the sutures all carrvt esa.  family name, and the relevant variants are listed in the eBS application, it
is acceptable to have a single. "G entry to cover all products within the family.

For example:
Unique Product «dfic :XAN sutures

Possible varia- 's:

| &

Variant range

S gauge 0.7 mm - 4.0 mm
zth (cm) 60-90
Suture, colour undyed, violet
Suture, no. of strands monofilament, multifilament
Suture, needle, physical attributes curved, straight, blunt, cutting
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Variant type Variant range

Quantity/pack 1-10 sutures per pack

Isotope Activity Level

Small implantable seeds of the radioactive isotope lodine125 are used in brachytherapy procedures to treat
cancerous lesions in the body. The seeds are all of a consistent design and construction, but are available in
different activity levels. The treating clinician selects the appropriate activity level of the isotope based on
factors such as size and location of the lesion, to optimise treatment, while at the same time, minimising
exposure to unnecessarily high levels of radiation.

It is appropriate that such a range of activity levels be considered a variant. Therefore, onlyasin- .y .the
ARTG is required, with ‘Isotope, activity level’ nominated as a variant type in the eBS applicatior

However, should the radioisotope embedded in the seed be different to lodine125, the con “ion, design, and
possibly the intended purpose of the implant could not be considered the same. A separ  ~nti_ .n the ARTG
would be required in this instance.

Method of Tissue Fixation

Manufacturers of prosthetic heart valves fabricated from porcine or other anin. *i< e use a fixation process to
stabilise and render the tissue non-viable as part of the manufacturing pr=  ss.

In recent years, a number of changes to the manufacturing techniquesa. »r esses have been used to minimise

calcification build up on the valve once implanted. Where a chang e process is implemented:
A
If and
-
the manufacturer has the change chooses nnt to chai._ 2product | anew entry in the ARTG is not
assessed and implemented as part | name required.

of process refinement

Please note: the changed
manufacturing process must be
assessed and accepted by the TGA.

the manufacturer has the cha' re adopts a new product name for a new entry in the ARTG is
assessed and implemented valves produced using the new required as the UPI of the device
process, to differentiate the ‘new’ has changed.

product from the ‘old’

Cordic a1 oninclusionin the ARTG

All,  ssic . of medical devices in the ARTG are subject to conditions. There are:

aul. .natic conditions imposed when a device is included in the ARTG
e  other conditions that may be imposed by the TGA when a device is included in the ARTG

e conditions imposed after devices are included in the ARTG
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Automatic conditions on inclusion in the ARTG

In accordance with section 41FN of the Act, the following conditions on inclusion apply automatically:

Type of condition Description

Entry and inspection | An authorised person be allowed to:

powers . . . . .
e enter and carry out inspections of premises where devices are dealt with

e take samples

e obtain and copy documents

Delivery for samples | If requested by the TGA, the sponsor will deliver a reasonable number « .. .ple. ofa

device
Availability of The TGA may request information at any time while a devicei®  -lu..  in the ARTG:
information about a . . ) . I
device e substantiating compliance with the Essential Principles

e substantiating that conformity assessment proce lure  “ve been applied to the
medical device

¢ relating to changes to the:

- medical device
- productrange
- quality management syste. €ti.  .nufacturer of the device.

The sponsor must hav: ~ocedures 1 place, including a written agreement with the
manufacturer of the dev, to ensure that information required by the Regulations
can be obtained fror=  ~m. :facturer within 20 working days.

The sponsor must .us 1t , ort adverse events to the TGA within the mandatory
timeframes a~ ussi. . their investigation. For more information please see Section
22.Post-me etv’ lance and monitoring requirements

Advertising materials | Adve isi. material relating to the medical device is consistent with the intended
pu. -eas certified in the application for inclusion in the ARTG.

Conditionsth. .y .mposed on inclusion in the ARTG

Inaccordance iths .on 41FO of the Act, the TGA may impose additional conditions when including the kind
of devicein n- "G. These conditions may be imposed to address any specific concerns regarding the
manu.da” "ire, sto .ge or disposal of products, keeping records and tracking devices, or any other issues relating
tc  alit, ~fety, and/or performance.

Cr . ~usimposed after devices are included in the ARTG
. ~cordance with section 41FP of the Act, the TGA may by written notice to the sponsor:

e impose new conditions on including the kind of device in the ARTG
e vary or remove existing conditions.

If the notice states that the action is necessary to prevent imminent risk of death, serious illness or serious injury,
the new conditions or variation of a condition take effect on the day on which the notice is given to the person

In any other case, the new conditions or variation of a condition take effect on the day specified in the notice, not
earlier than 20 working days after the notice is given to the sponsor.
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Certificates of Inclusion

Sponsors will be notified by the TGA if their application for inclusion in the ARTG has been successful. The
notification will include instructions for printing the Certificate of Inclusion from eBS.

Applications for amendments to entries in the ARTG

If a sponsor needs to amend the details of a medical device that is already included in the ARTG, they should
access eBS and complete the appropriate form. For more information on changes to entries on the ARTG ple

see Section 21. Changes to ARTG Inclusions.
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Section 11. Application audits
of medical device applications

Overview

The Therapeutic Goods Act 1989 (the Act) and Therapeutic Goods (Medical Devices) Regulations 2002 (t* -

Regulations) specify that:

e applications to include certain medical devices in the ARTG must be selected for an applicat’ n - .d*t—an
application audit assessment fee will be charged

e the TGA may also select any other application for inclusion for an application audit
will not be charged for these audits

If an application audit is to be conducted the TGA will write to the sponsor who su

include the medical device on the ARTG advising:

e thatthe application has been selected for an application audit

e the documentation that the TGA requires the sponsor to provide

e ifapplicable, the fee that is payable. The TGA will send = sepz
The invoice will provide the payment options and the a.  'at.

Section 41FI of the Act specifies that there are two aspect:

tel

conducting an application audit, whether:

e the application complies with the requirement.
e matters that the sponsor has certified in* al

The TGA has established two levels of 2

If an application auditis to be ¢ .duc
for each application. There are di.
applicable are available on th» GA"

The possible outcomes of ~» aj.

If the applicatigaaud .

is successfu’ adth. ponsor has
paid+hea ~ _ tefees

cat

1th

then

the TGA will notify the sponsor
that the application for inclusion in
the ARTG has been successful

audit, Level 1 and Level 2.

au.  assessment fee

itte he application to

oice formally requesting the payment.
Jayment

“an . plication that the TGA can consider when

“the Act and the Regulations

ing the application are correct

[GA will determine what level of application audit is appropriate
en. __cs for each level of application audit. Details of the fees currently

site at <http://www.tga.gov.au>.

~ation audit are:

and

the sponsor can print the
Certificate of Inclusion on eBS.

the sponsor will need to re-apply
to include the device in the ARTG

pay any associated fees again.

is not successful

the TGA will notify the sponsor
that the application has not been
successful and the reasons for the
decision

the sponsor should ensure that any
deficiencies in the information
provided to the TGA have been
addressed before an application to
re-apply to include the device in
the ARTG is made
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Application audit process

The following flowchart summarises the process for the conduct of an application audit:

Application selected for application audit
and sponsor requested to:

e provide appropriate documentation
e pay assessment fees for mandatory
audits

Sponsor paid the
mandatory application
audit assessment fees?

If no fee is
required
Sponsor provided
L the requested

documentation within
specified timefrar= ° /

_— Is the Delegate
satisfied with all

aspects of the audit?

Note: The agreed target time for Level 2
Application Audits is 60 TGA work days
and for Level 1 Application Audits is 30
TGA work days. This does not incl -
the period the TGA is waiting for
information or payment of fees

Medical device included on ARTG. TGA
notifies sponsor

A 4

Sponsor prints Certificate of
Inclusion from eBS

Applic2*"~n ~ ot proceed
n ou. ~feeispaid

Application will lapse

Application will not be
approved

Certificate of
Inclusion
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Applications that must be selected for an application audit

Regulation 5.3 of the Regulations specifies the medical devices that must be selected for an application audit.
Where the conformity assessment evidence is a current TGA Conformity Assessment Certificate an application
audit is not required.

The following devices will be selected for an application audit:

e amedical device (other than a condom) that is a barrier indicated for contraception or 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 fluid consistency («  ~r ti.an
water only or a saline solution only)

e amedical device that is intended by the manufacturer to be used for disinfecting another me ! evice
e aC(lass 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 intra ocular visco elastic fluid

e a(lass Il medical device that has not been assessed under the EC M :=' ecognition Agreement or the
EFTA Mutual Recognition Agreement

e Class III procedure packs using a declaration of confori. ~m. .der clause 7.5 of Schedule 3 to the
Therapeutic Goods (Medical Devices) Regulations 2002

All of these applications will undergo a Level 2 ap»lication « , with the exception of a medical device thatis an
implantable Poly methyl methacrylate (PMMA) 1. ofocal intra ocular lens, which will usually undergo a Level 1
audit.
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Information requested for an application audit

The TGA will write to the sponsor requesting the information that is required to conduct the application audit.
The TGA may ask for any documentation relating to the device and/or manufacturer.

Minimum documentation required for each level of application audit

Documentation required

Level 1 Original or correctly notarised copy of the manufacturer’s Australian Declaration of
Conformity

Copy of the latest and current conformity assessment evidence for the medical # -ice  1/or
manufacturer

Information about the device, including copies of the:

e label
e Instructions for Use

e advertising material such as brochures, web pages, adve aents

Level 2 All the documentation listed above for a Level 1 audi.

Risk management report

Clinical evaluation report

Efficacy and performance data. medical devices that disinfect including sterilisation of
other medical devices
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Documents the sponsor is requested to provide

Document

Description

Legislative

reference/guidance

Please note:

Original or correctly
notarised copy of the
manufacturer’s
Australian Declaration 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 the
Australian legislative requirements.

e Schedule 3 of the
Regulations

e Section 6. Whata
manufacturer needs
to know about

conformity
assessment

Copy of the latest and
current conformity
assessment evidence for
the medical device
and/or manufacturer

Conformity assessment evidence is the
certificate(s) issued by the TGA or
Notified Body that demonstrates:

a manufacturer has been assessed and
has the appropriate systems in place to
manufacture the devices

the design of the device has been
assessed where required by the
conformity assessment procedure

e Conformity
assessmut
procedu. S¢  .e
3ofth: «, “tions

e  Section .

“onformity
« Ssmentoverview

_ction 6. What a
manufacturer needs
to know about

conformity
assessment

e Section 7. Whata
sponsor needs to
know about

conformity
assessment

4

The Declaration ~f C
requirements. = .
acceptable.

> ity must be for the Australian
~vean declaration of conformity is not

_ucludes:

e quality assurance certificates
e design examination certificates
e type examination certificates

that apply to the classification of the medical device.

If the manufacturer has applied the conformity assessment
procedure for system or procedure packs under Schedule 3, Clause
7.5 of the Regulations, the sponsor may be requested to provide
copies of the manufacturer’s certification for each Class Il or AIMD
device in the system or procedure pack.

Certificates issued for an ISO standard (such as ISO13485 or
1S09001) or by the US FDA, are not considered to be suitable
evidence.
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Document

Description

Legislative
reference/guidance

Please note:

Information about the
device, including copies
of the:

label
Instructions for Use

advertising material
such as brochures, web
pages, advertisements

Information that is supplied with the
device or used to promote the use of the
device in Australia.

e Essential Principle
13, Schedule 1 of the
Regulations

e Section 12.
Information about a
medical device

Risk Management Report

The Essential Principles require a
manufacturer to conduct a risk analysis
to evaluate the known and foreseeable
risks of using a device and ensuring that
any undesirable side-effects are
minimised and acceptable, when
weighed against the benefits of the
intended performance of the device

Clinical evaluation

A report that contains a comprehensie

e Essential Princ’
Schedul” 1 of e
Regulaty

e Sectio. ' T).
Essentia. .nciples

L

2 p1 .vided in English

e allinformationn ..

e labellingan” ms.  * .ns for Use are not necessarily required
foreveryn o ~rvariant, unless there are significant

differer 2 co.atent. The copies provided must be
repre  tat. -
e _inc. ~adocument thatlists the addresses where the device is

Yrr

‘used on the Internet.

.ne Risk Management Report required by the current accepted
version of ISO14971 is acceptable.

Essential Principle

Evidence to support the clinical competence of the author must be

by the manufacturer to
be used for disinfectir -
including sterilisation

e Section 3. The

report analysis of the clinical data relatir” .o 14, Schedule 1 of the | provided, such as a short curriculum vitae

the device. The report shou” . be Regulations

objective and be prepared bv . ~Xpu.t

in the field relevant to the+ tenc. use | ® Part8, Schedule3 of

of the device. the Regulations

e Section 3. The
Essential Principles

Efficacy and Data tha* | .ovide. ¢vidence that the e Essential Principles, | TGO 54 Therapeutic Goods Order No. 54—Standard for Disinfectants
performance data for de “ices . levant efficacy and Schedule 1 of the and Sterilants is a standard that may be used to demonstrate
medical devices intended |- ver” man .equirements Regulations compliance with the relevant Essential Principles but it is nota

mandatory standard
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Document Description Legislative Please note:

reference/guidance

another medical device Essential Principles
(for example, instrument

grade disinfectants,

bench top sterilisers)
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General requirements for the information to be supplied

The TGA requires all the requested information to be provided as a complete stand-alone submission. Cross-
referencing to information submitted in support of previous applications that are already included in the ARTG
or are still being processed is not acceptable.

One hard copy of the documentation is required.
When compiling the application it is recommended that:

e The supporting information is supplied in loose-leaf binders. Plastic sleeves or stapled material shouldr *
be submitted

e The information is sectioned for ease of reference, and a table of contents provided that details thec .+
of the binder(s)

e There is appropriately named tab identifiers. For example, the Labelling information shoulc e _parated
from the other documents by a tab identifier named Labelling Information

e Standard A4 paper is used for all submissions. Text and tables should be prepared u=~ zn. -ins that allow

the document to be printed on A4 paper. The left hand margin should be sufficier*! 1. -~ thatinformation is
not obscured through binding

1

o Fontsizes for text and tables are of a style and size that are large enough t “e e 'vlegible, even after
photocopying or when provided electronically.

e Information supporting an application is in English and legible. Wh¢ »mz rial is not originally in English a
full translation must be submitted, the accuracy of which is the =~-n¢ .ty of the sponsor

e  Metric units are used. Units generally accepted in clini© 'pr: ice ayalso be used (e.g. mmHg)
e Alltext and drawings are legible and drawings are cle: .y . ~lled

Timeframe for the provision of informatirn

The Act and Regulations require that the sponsor €. v hold documentation to substantiate compliance with the
Essential Principles, or have in place procedur > ob .nthat documentation from the manufacturer within 20
work days. The sponsor is required to certi’ tk .. .y have procedures in place to address these requirements
when they submit the application to incl»“ea -~ cal device in the ARTG.
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Where to send the information:

Postal Address Courier Delivery
Devices Application Section or Devices Application Section
Office of Devices Authorisation Office of Devices Authorisation
Therapeutic Goods Administration Therapeutic Goods Administration
PO Box 100 136 Narrabundah Lane
WODEN ACT 2606 SYMONSTON ACT 2609

What does an application audit involve?

Section 41FI of the Act specifies that there are two aspects of an application that the TGA ~ ac -ider when
conducting an application audit, whether:

e the application complies with the requirements of the Act and the Regulation-

e matters that the sponsor has certified in submitting the applicationare cc.  -t.

Examples of what the TGA will consider when conducting an applicatior’ uuit ~re:

e Isthe product a medical device as defined by section 41BD of th~ Ac.

e  Are the variant and Unique Product Identifier (UPI) de* ‘Isv.  din 1e device application?

e Isthe GMDN term in the device application appropriat ... =device?

e Based on the manufacturer's intended purpore, the dei..  a the application form, and the information
provided by the sponsor, has the device beer.  -rectly classified in the Australian Declaration of Conformity
and the device application?

e Isthere any evidence of non-compliancc vi'a , of the Essential Principles in Schedule 1 of the
Regulations?

e Isthe manufacturer’s Austr 'ian  clar ion of Conformity in compliance with the requirements of Schedule
3 of the Regulations, and is1t i, ds an original or properly notarised copy?

e Isthe conformity assess. ‘'t pro.edure appropriate for the classification of the device?

e Hasrepresentative .. ngund Instructions for Use been provided, and do they demonstrate compliance
with Essenti~l Prii nle  5?

e Hasariskmc.. ~mentreportbeen submitted and is it applicable to the medical device?
e Dcestl « ‘tted clinical data meet the requirements of:

ant. . Principle 14, Schedule 1 of the Regulations
Pa. , Schedule 3 of the Regulations?

.ing . application audit the TGA will not undertake any assessment or activity that would normally be
p rmed as part of a conformity assessment procedure.

If there are any deficiencies identified during the application audit, the TGA may request the sponsor to provide
information within the specified period to address the deficiencies prior to making a final decision.
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When does an application selected for an application audit
lapse?

In accordance with section 41FK of the Act, an application that has been selected for an application audit will
lapse if:

e the sponsor does not provide the information requested by the TGA

e the sponsor does not provide a reasonable number of samples of the device, if they have been requested
e the information provided by the sponsor in support of an application is false or misleading

o the sponsor fails to pay the application audit assessment fee after being notified of the decision

Application audit assessment fees

An assessment fee is payable for each application audit that is required by the therapeutic' o«  legislation. For
more information on the devices that are required to have an application audit please s
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Applications that must be selected for an application audit. Fees are not payable for other application audits that
the TGA conducts.

There are different fees for Level 1 and Level 2 application audits. Details of the fees currently applicable are
available on the TGA website at <http://www.tga.gov.au>.

Level 2 application audit assessment fees can be reduced where a sponsor has more than one medical device
application able to be grouped with other similar device applications (within the TGA called ‘a submission’). The
below rules must be followed by applicants to ensure reduced fees are applied. If these rules are not followed by
default, the TGA will undertake assessment of an application at the full prescribed fee.

Applications will be eligible to be considered for a reduced assessment fee if:

o All the effective applications for inclusion are received on the same day (that is, the application feec .c¢  d
on the same day)

o All the applications are for the same medical device classification (that is, all Class Il or all C ss 1/*ID)

e A written request from the sponsor for reduced fees is electronically attached to each ¢ > appaucations by
the applicant. In particular, the written request must include:

- Areference to each of the relevant application ID numbers to be considered fo.  “ria,ed assessment fees.

- Astatement from the sponsor that the standard supporting information p.  ~ge Jrmally required for
application audits is entirely common for all of the applications and wi" llox .1 abridged assessment to
be performed (except for labelling, instructions for use, or promotin—=al 1. ial).

e The Manufacturer’s Evidence used to support each of the device ap] -atit s must be the same (that is, the
devices in each application must be covered by the same CE Qu-""~7+.  _ance certificate and the same
Design or Type Examination certificate).

e Applications are selected for a mandatory pre-marketar  -at... audit as per section 41FH of the Act, and
Regulation 5.3 of the Medical Devices Regulations 200:

If all of the above conditions have been met, ther

e Afull scheduled Level 2 application audit asses.  nt fee will apply to the first application in the group.

e Areduced assessment fee equivalent to’ 3% « ‘ie scheduled Level 2 audit assessment fee will be
recommended to the Secretary for e>~h of - other applications in the same group.

e Based on the information ir ~ach 'the pplications, and the written request for reduced fees from the
sponsor, the delegate of the & -et. _ .nder Regulation 9.7 will make a decision whether to reduce the
amount of the assessment ' _es.

e The sponsor will be r~*ifie.  “the outcome of this decision at the time the supporting information is
requested for thez plic  ‘on audit. A statement of reasons shall be provided where the decision is not to
reducethea ~e-sr.  +f s,

v

e Aninvoice fo. . -al assessment fees to be paid shall be issued to the sponsor under separate cover.

PlevsF nowe. Ar .ication audit assessment fees will not be reduced on the basis of similarity to effective
mlic. s received on a different day, or medical devices already included on the ARTG.

r

. ount of the reduced assessment fee is not negotiable

For more information on fees and charges please see Section 2. Fees and charges for medical devices
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Section 12. Information about a
medical device

Overview

Users of medical devices must be provided with information about the medical device. Users of medic=' v =
could be considered to be:

e aninstitution such as a hospital (and its employees)
e ahealthcare professional in private practice

e amember of the public

e the patient or carer

It should be noted that for many devices there may be more than one user, dep.  lir | un circumstances. For
example, when used in the hospital setting a urinary catheter is used by 2" .thc. _ professional in the course of
treating the patient, but when used at home for self catheterisation thet 2rm - be the patient or the patient’s
carer.

The Australian regulatory requirements for medical devices are ¢ >cifi  in the therapeutic goods legislation. In
particular, the detailed requirements for information tobe  -ia. «h medical devices are outlined in:

e Essential Principle 13, Schedule 1, Part 2 of the Thera, itic  ods (Medical Devices) Regulations 2002 (the
Regulations)

e the Therapeutic Goods Advertising Code (TGAC,

Summary as follows:

Type of Description Legislative reference

information ’

Label Printed inf- mav  supplied on or with the device or Essential Principle 13.1, 13.2,
packaging. ‘Tere this is not practicable, other appropriate 13.3, Schedule 1, Part 2, of
med’ *be used. the Regulations

Tac,  ~c formation:

| » fying the:
v device
e manufacturer
e explaining how to use the device safely
S, .Asor Sponsor’s name and address provided with the device so that | Regulation 10.2 of the
Details a user of the device can identify the sponsor. Regulations
Instructions for | Information that must be provided with a device unless the Essential Principle 13.1, 13.2,
Use device: 13.4, Schedule 1, Part 2, of
the Regulations
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Type of Description Legislative reference

information

e jsClassIorClassIlaand

e can be used safely for the manufacturer ‘s intended
purpose without instructions.

e Appropriate electronic media may be used instead of
printed information.

Advertising e any: Divisions 3and 4,7 *+5.. .
the Therapeutic "~ou. -t
- statement _ 1989 (the Ac
- pictorial representation
- design Part2o” "=  .peutic

Good~' 2g.  “ons 1990
e however made, that is intended whether directly or

indirectly to promote the use or supply of a medical s.on "N(5) of the Act
device AL

e promotional seminars demonstrations and displ’ s ‘

e promotional samples

Please note: Electronic media such as information on websi»  na <..s may also be used to provide
information about medical devices. Where a manufacturc ~ho. : to use a media other than the printed
form, they must also be able to supply the information in p.  form if requested by the user.

Providing the instructions for use through a webs  “dentified on the product labelling only, is not
sufficient to comply with Essential Principle 1?

These forms of media must comply with thc e a1 .ients for printed materials.
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Location of information

In recognition of the large range of medical devices and the variations in physical size, Essential Principle 13.2,
Schedule 1, Part 2 of the Therapeutic Goods (Medical Devices) Regulations 2002 outlines where the information

must be located:

Is it practicable
and appropriate to

device?

Are the devices
packaged
togeth”

provide the Yes Provide the information on
information on the the device.
device itself? -
Is it practicable to
provide the Infc 2t amustbe
information on the Yes r “2a uil the packaging
packaging of the f the device.

-

nNo

\ 4

As per Essential Principle 13.3
information must be provided on a
leaflet supplied with the device. As per
Essential Principle 13.4, the Instructions
for Use may be provided in a printed
document or other appropriate media

(for example, CD-ROM).

\/—’

Is it practicable to
provide the
information on the
outer packaging?

No

A

Yes

\ 4

Information must be
provided on the outer
packaging.

Australian Regulatory Guidelines for Medical Devices, Section 12. Information about a medical

device
V1.1 May 2011

Page 194 of 337



This flexibility allows a manufacturer to vary the location of where the information is provided to accommodate
the physical and other constraints of the device.

Where label space is limited, a manufacturer may choose to put some of the information on the individual
packaging for the device. This information should include information to enable a user to identify the device and
any critical warning statements. Other information such as the storage conditions and Instructions for Use may be
provided on the outer carton in which multiple devices are supplied.

For example, it is not practical to include information on a suture, a hypodermic needle or winged infusion set. In
such circumstances the required information would usually be contained on the individual packaging of eac}
device.

It is expected that where there is sufficient surface area on a piece of equipment that all the information : 1be
incorporated on the device. Examples of these devices are an infusion pump, cardiac monitor or x-ray.  ten.
This information may be repeated on the packaging, leaflet and/or Instructions for Use.

Size of Text
In accordance with Essential Principles 13.1(5) and 13.1, Schedule 1, Part 2 of the Regulati ny:

e number

e letter

e symbol

e letter or number in a symbol

used in the information must be legible and at least one millimetre”
Language

In accordance with Essential Principle 13.1(3), Schedule 1° a: ~f the Regulations, the information provided

with the device and the Instructions for Use must be in Eng ™" 5 assist in the use of ‘international’ labelling by
manufacturers, the information may also be pror ‘ed in any vuier language.

Use of Symbols

Essential Principle 13.1, Schedule 1, Part 2 ¢ hs . lations outlines the general requirements for information
to be provided with medical devices. Manv m; v cturers use symbols on labelling to convey information about
the device. The most commonly used ~ ...bo's are defined in the international standard I1SO 15223-1:2007—
Medical devices—Symbols to b- ised ith' adical device labels, labelling and information to be supplied—Part
1: General requirements. This stc  ‘aru _cntifies requirements for the development and use of symbols that
may be used to convey infornr: .on. ‘he safe and effective use of medical devices. Italso lists symbols
applicable to a broad spectru. € devices that satisfy the requirements of the standard. These symbols may be
used on the device itself ‘P ~age or in the associated documentation.

Manufacturers s' ~vld . e* it to date this standard has not been adopted by the TGA in a Medical Device
Standards Order  <oraiugly, the meaning of all symbols or colour coding used in labelling or Instructions for

Use must be ev=lain. . the information provided with the device.
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Labelling
A medical device label is important as it communicates information including:

e identification of the

- device
- manufacturer of the device

e information explaining how to use the device safely

The Australian medical device labelling requirements adopt the Global Harmonisation Task Force (GHTF)
principles for labelling practices.

The requirements adopt a risk based approach to the content and level of detail that must be provide¢ a1 L
In general the level of information required increases with the classification of a medical device. Me»e ¢ alex
and higher risk devices require more information to be provided to facilitate the safe use of the @ vir ..

The Australian labelling requirements are specified in Essential Principle 13.1, 13.2and 13,7 ~ft, gulations.
Essential Principle 13.3 details the particular requirements for information to be provided vi. -edical devices.

Information to be provided with medical devices—particular requirems s

From the Therapeutic Goods (Medical Devices) Regulations 2 "?—  adule 1, Part

2.

13.3 Information to be provided with med. ‘< /ices — particular
requirements

The information mentione” ~thc ~llo .ng table must be provided
with a medical device.

Contact details to be provided with a medica =vice

Both the manufacturer’s and Australian spo’ o' s ne and addresses must be provided with a medical device.
The address is interpreted by the TGA te k= th ~' ysical location with sufficient detail to enable the physical
location of the manufacturer and spor urto e determined by the end user of the device. A post office box
address alone is not sufficient.” ern. 'nd mail addresses are not considered to be physical locations.

Regulation 10.2 of the Therape ic  ~ds (Medical Devices) Regulations; implemented on 4 October 2007
requires the name and addrc ~ f the sponsor of a medical device to be provided in a manner that allows the

sponsor to be readily ide>""“ea  a user of the device. This is so that users of the device have a person in
Australia who they car onu = with any queries or problems with the device.

Asrequiredby E tia.  .iciple 13.2 the contact details must be provided on the device itself, unless it is not
practicable to dosc > sponsor’s name and address may only be included in a leaflet supplied with the device if
itis not prar .cak'~ fo. those details to be provided on the device or on the device's packaging.

For mur iniurm .ion, please see Location of information.

F noce: ‘Not practicable’ does not include reasons of increased cost associated with providing the
pons .’s details with the device. Reasons that would be considered genuinely not practicable include,
t the device is:

e too small to be able to provide the sponsor’s details on the device itself

e ina sterile pouch and cannot be opened to place the sponsor’s details on the device or in the pouch
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The sponsor must determine how compliance will be achieved, but common examples are the:

e manufacturer incorporating the name of the sponsor in labelling provided with the device

e sponsor applying a label to the device, such as with large devices like diagnostic imaging devices, monitoring
and diagnostic electro-medical equipment and infusion therapy equipment

e sponsor applying a label to the packaging of the device, or devices when packed in multiples, or the
Instructions for Use for the device

e sponsor providing a supplementary leaflet with the device

If the sponsor arranges for a label to be attached to the device with their contact details, the label must nr - an,
way adulterate the device or obscure the information provided with the device by the manufacturer.

Examples relating to sponsor contact details supplied on medical devices
Devices that are pre-packaged

For devices that are supplied pre-packaged from the manufacturer, there should be adean: <  ce to affix the
sponsor’s details to the device package or outer packaging.

Devices supplied to consumers

Devices supplied to consumers must have the sponsors contact details on or v hth  »vice in the following
descending order:

e on the device itself, or if that is not practicable, then

e onthe product label, or if this is not practicable, then

e on the packaging of the devices, or if this is not practica.  th
e on the outer packaging, or if this is no practicable, the

o on the leaflet or instructions for use suppliec. *h the device

It would not be considered sufficient to provide *he s, ~sor’s details on the invoice for the place of purchase
because the consumer of the device would n© b ‘e to identify the sponsor.

Devices supplied without packaging 7~ :1a

For devices that are supplied wi"hout icke ngand require processing prior to use, for example, reusable
surgical instruments supplied to ©  =a. .e facility, it may be impracticable to place a label on the device or
packaging as no label or packa, ag . -ts.In this case a leaflet or invoice supplied with the device could be an
appropriate method of suppi, ~the sponsor’s details.

Guidanceonhowtoa .. Regulation 10.2 (Information about sponsor)

The following ta™ ~ =i, _d as a general guide to assist sponsors to meet the requirements of Regulation 10.2

Methods fq @information about the sponsor  Possible legitimate rationale for not using a particular
mus&e C d in the following order: method:

1 . hesponsor’s name and address be applied to e the device is too small
e preduct without adulterating the device or

-uring information provided by the manufacturer? e labels cannot be stuck to the surface of the device

due to an unusual shape or material

If NO, sponsor must consider method 2. e the device is pre-packaged (e.g. a sterile pouch)

and cannot be opened prior to use

e The device has to be processed or sterilised before
use and any labelling on the device would be
rendered unreadable
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Methods for supplying information about the sponsor  Possible legitimate rationale for not using a particular
must be considered in the following order: method:

e The process of applying a label by the sponsor may
compromise the performance of the device

2. Can the sponsor’s name and address be included on | ¢ insufficient free space on the packaging
the packaging of the device (or the outer packaging of a
group of devices) without obscuring information e thepackagingis too small
provided by the manufacturer?

If NO, sponsor must use method 3.

3. Can the sponsor’s name and address be supplied on | e Instructions are not supplir *h uie device
a leaflet with the device? A leaflet is taken to be because the device can ¥ fely sed without
instructions for use or labelling supplied with the instructions.
device.
4. If methods 1, 2 and 3 are not practicable or e Thisoptioniso. - aiable to the sponsor where
appropriate, the sponsor’s name and address must be they can ~ ..ionstiace that Method 1, 2 or 3 is not
supplied on a printed document supplied with the practica or propriate
device.

e Fr ex ple, this option might be appropriate for
A printed document may be in the form of a packaging & le de:vice tha.t is supplied without any
slip or invoice. aCnaging or instructions.

Please note: It is the sponsor’s responsibility to ~ee.  ulation 10.2

The sponsor may instruct another party to ¢! « .eir details on the device on their behalf (e.g. the
sponsor may arrange for a distributor r“*he e to affix a label to the packaging of the device prior to
shipment to the user).

Affixing the sponsor’s contact ur  ils . .tedical device to comply with Regulation 10.2 does not
constitute a step in manufact e, . 'does notinvalidate the manufacturer’s certification or the
manufacturer’s Australian . 'aration of Conformity

Although the manufar ..  ma, choose to print the Australian sponsor’s details on the labelling of the
device, itis notareq. em: ¢ of the manufacturer to do so under the Conformity Assessment Procedures
or Regulation -

Ifthe spons- uses  ..on 3 above, the leaflet should be in a form that is physically supplied as close as
possiblet tF dical device itself. For example, a leaflet placed in the box of a device would be
con.i”’ reu n~" appropriate than an invoice supplied to the user independently from the device.

nlanted Devices
The user of an implanted device may be considered to be both the:
e recipient of the device—the person who has the device implanted in his or her body
e the health professional that implants the device

Essential Principle 13.4 (19) requires information about any risks associated with implantation of an
implantable medical device to be provided with the device. Hence, it is recommended that the following
information be provided for devices that are implanted:
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Type of device Information recommended Examples

All implantable Manufacturers should, wherever practical, provide information to e bone plates
devices the recipient about:
e bone screws
o the materials the device is made from
e staples
e the model and manufacturer
e tissue
e if the device might trigger security screening machines (for adhesives
example at airports)
e sutures
e  whether there will be safety issues if a MRI machine is used on
the recipient
Please note: because of the simple nature of devices such as sutures,
staples and tissue adhesive, and the way in that they are dispensed
and used, it may not be necessary to provide any form of detailed
information to the recipient or patient.
Devices with an In addition to the recommendations for all implantable devi. e active
electronic or outlined above, manufacturers should provide devicerc_ *ra . as implantable
mechanical action | cards or similar documentation to the recipient, pre ling medical devices
information about the implant, the manufacturer’ dtk sponsor )
e major
orthopaedic
implants

e heartvalves

Devices that In addition to the recomm:  1ations for all implantable devices e drug-eluting
contain a outlined above, manufacturc  -hould provide details of the stents and
medicine medicine, in case of: leads

e hazard alerts

e adversedr | inte ictions between drugsin/on the device and
othe iredi ~= .erecipient may be taking or need to take

e Apv ont. nadications, warnings, restrictions, or precautions
the  ayapply in relation to use of the device

In accordance w:  ‘ssenuadl Principle 2(2) the manufacturers and sponsors should undertake a documented
benefit/risk ac-2ssi. where there is a question about the practicalities of supplying the required information
to the natie” .. '™ assessment should take into account the requirement of Essential Principle 13.1(1) to have
regal ¢~ the .air ng and knowledge of potential users of the device when preparing the information to be

pr idec ithu device. This assessment must be available for review by the TGA if requested.

In- *ions for Use

~ntial Principle 13.4 of the Regulations details the Australian requirements for Instructions for Use. The
Es. atial Principle is provided below.

Instructions for Use are not required or may be abbreviated if the device
e isClassIorClassIlaand

e can be used safely for the manufacturer’s intended purpose without instructions

Instructions for Use may be provided on the device itself; however, it is generally not practical to include all the
required information because of size constraints. The Instructions for Use are usually provided:

Australian Regulatory Guidelines for Medical Devices, Section 12. Information about a medical Page 199 of 337
device
V1.1 May 2011



o where there is sufficient space:

e ifthe device is supplied individually on the packaging for the device

e when multiple devices are packaged together, on the packaging for the devices

e separately with the device in printed form, or using other appropriate media such as CD, DVD, or other

electronic media

Please note: Where a manufacturer chooses to use a media other than the printed form, such as
information on websites and CDs they must also be able to supply the information in printed form if
requested by the user. Providing the instructions for use through a website identified on the product
labelling only is not sufficient to comply with Essential Principle 13.
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From the Therapeutic Goods (Medical Devices) Regulations 2002—Schedule 1,
Part2...

13.4 Instructions for use

1. 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. the deviceis 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 applicab ‘.
the device.

Item Information to be provided

1 The manufacturer’s name, or trading nan.  na .ddress

2 The intended purpose of the device th. * 1ded user of the
device, and the kind of patient ¢ whom uie device is
intended to be used

3 Information aboutany ri .« 'ng because of other
equipment likely* ~ep -en vhen the device is being
used for its intende:  rpo.. (for example, electrical
interference fron lec.  surgical devices or magnetic field
interference from .etic resonance imaging devices)

4 Informat.  about the intended performance of the device
and ar—un..  ~able side effects caused by use of the device

5 An _c .ti .adications, warnings, restrictions, or
“~ece ' asthat may apply in relation to use of the device

N

Su cient information to enable a user to identify the device,
« relevant, the contents of packaging

7 Any particular handling or storage requirements applying to
the device

8 If applicable, an indication that the device is intended for a
single use only

9 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

10 If applicable, an indication that the device is intended to be
used only for clinical or performance investigations before
being supplied

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 device
is intended for performance evaluation only

11 For a sterile device, the word ‘STERILE’ and information
about the method that was used to sterilise the device
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12 For a device that is intended by the manufacturer to be
supplied in a sterile state:

a. an indication that the device is sterile; and

b. information about what to do if sterile packaging is
damaged; and

c. if appropriate, instructions for resterilisation of the
device

13 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

14 Any special operating instructions for the use of the de*

15 Information to enable the user to verify whether t vice
is properly installed and whether it can be ope 1sa .y
and correctly, including details of calibratio- “a1._ 1eeded

to ensure that the device operates prope: ~arn.  ~fely
during its intended life

16 Information about the nature and “>qu of regular and
preventative maintenance of tb .1evi< , including
information about the replacen  *~ _onsumable
components of the devicr g 1.5 intended life

17 Information abou. vt. > .ator handling needed before
the device can be

18 For a device that. -* 1ded by the manufacturer to be
installe  -ith, or connected to, another medical device or
other equ.  ent so that the device can operate as required
forit=  ~nu  purpose — sufficient information about the
dev e . ~blethe user to identify the appropriate other
medi ' zvice or equipment that will ensure a safe
combhination

17 ~ 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
reuse of the device (including information about
cleaning, disinfection, packaging and, if appropriate,
resterilisation of the device); and

b. anindication of the number of times the device may be
safely reused

21 For a medical device that is intended by the manufacturer to
emit radiation for medical purposes — details of the nature,
type, intensity and distribution of the radiation emitted

22 Information about precautions that should be taken by a
patient and the user if the performance of the device
changes

23 Information about precautions that should be taken by a

patient and the user if it is reasonably foreseeable that use of
the device will result in the patient or user being exposed to
adverse environmental conditions
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24 Adequate information about any medicinal product that the
device is designed to administer, including any limitations
on the substances that may be administered using the device

25 Information about any medicine (including any stable
derivative of human blood or blood plasma) that is
incorporated, or is intended to be incorporated, into the
device as an integral part of the device

25A For a medical device, other than an IVD medical device,
information about any tissues, tissue derivatives, cells or
substances of animal origin 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
patient and the user if there are special or unusua’ <
associated with the disposal of the device

27 Information about the degree of accuracy cl. ~d 1. .ne
device has a measuring function

28 Information about any particular facl.  <r uired for use
of the device or any particular tr- .ng o. ,dalifications
required by the user of the dev :

29 For an IVD medical devicr ‘Tlnadon (including, to the
extent practicable iraw g¢sa |diagrams) about the
following:

j) thescier ‘ficyp ciple (the ‘test principle’) on which
the perfo. _e of the IVD medical device relies;

k) ~cimen type, collection, handling and
pl ration;

M *age .c description and any limitations (for
e .aple, use with a dedicated instrument only);

r ssay procedure including calculations and
interpretation of results;

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

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

p) clinical performance characteristics, such as
sensitivity and specificity;

q) reference intervals, if appropriate;

r) any precautions to be taken in relation to
substances or materials that present a risk of
infection
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Advertising

From the Therapeutic Goods Act 1989...

advertisement, in relation to therapeutic goods, includes any
statement, pictorial representation or design, however made, that is
intended, whether directly or indirectly, to promote the use or supply
of the goods.

This includes:

e productlabels

e pamphlets

e Instructions for Use

e promotional samples

e promotional seminars, demonstrations and displays

e advertorials

e advertisements for health services or treatments that identify lic.. uevice

Regulation of advertising

Advertisements for therapeutic goods, including medical ¢ 7icc “at are directed to consumers are required to
comply with:

e Chapter 5 of the Act
e Divisions 3 and 4, Part 2 of the Therapeut s . zgulations 1990
e Therapeutic Goods Advertising Code [TGAC

The advertising of therapeutic g~ods, cluc .g medical devices, is regulated in Australia under a co-regulatory
arrangement and involves:

o the TGA

e the therapeutic goo” us 4

e healthcarep ~fss !

e consumers

o th ady .u industry

e her ranan Competition & Consumer Commission (ACCC),
- . fein New Zealand

e lemedia

The Therapeutic Goods Advertising Code Council (the Code Council) consists of 15 members and 6 observers.
The Code Council is the principal body responsible for considering the requirements for advertising and making
recommendations to the Minister on advertising issues, including amendments to the advertising requirements
in the legislation and the TGAC.

Unlike medicines, advertisements for medical devices do not have to be approved prior to publication or
broadcast, however, the advertisements must comply with:
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e conditions of inclusion on the ARTG detailed in section 41FN(5) of the Act
e Division 3 and 4, Part 2 of the Therapeutic Goods Regulations 1990

e the TGAC

Please note: It is a condition of inclusion under section 4FN(5) that advertising material relating to
medical devices of that kind is consistent with the intended purpose as certified in the device application.
The ARTG inclusion and the stated intended purpose for Class I, Ila and IIb medical devices is
representative of a kind of device that can cover several different models with varying intended purpose.
The intended purpose of each specific model of device is provided in the product label or instructions for
use that accompanies the device.

Therapeutic Goods Advertising Code (TGAC)

The object of the TGAC is to ensure that the marketing and advertising of therapeutic go~* to  >sumersis
conducted in a manner that promotes the quality use of therapeutic goods, is socially =< ,p.  ible and does not
mislead or deceive the consumer.

The TGAC is based on a set of principles and when interpreting the code the to*~1 p1  ntation and context of the
advertisement is taken into consideration.

The TGAC is updated on a regular basis and therefore it is important to ¢ sure 1at the current version is
referred to. A copy of the code can be accessed via the TGACC website at  “+ , /www.tgacc.com.au>.

Section 4 of the TGAC states that advertisements for therapeutic’' od: ust:

e comply with the statute and common law of the Commo. ~ai.., _ates and Territories

e contain correct and balanced statements only and clai tb . che sponsor has already verified

The principles for advertising as per Section 4 ot . TGAC state that therapeutic goods must not:

e Dbelikely to arouse unwarranted and unre-~ ice. _ctations of product effectiveness

e Dbelikely to lead to consumers self-diagr.os 1g ) inappropriately treating potentially serious diseases

e mislead, or be likely to mislead, d :ctly r by implication or through emphasis, comparisons, contrasts or
omissions

e abuse the trust or exploit* elac fknowledge of consumers or contain language that could bring about
fear or distress

e contain any matte’ hat likely to lead persons to believe:

- thatthey suftering from a serious ailment
- thathamfu.  sequences may result from the therapeutic good not being used- except for sunscreen
prer ax=" sifthe claims made in the advertisement are consistent with current public health messages

e —enc rage . belikelyto encourage, inappropriate or excessive use
. “ain any claim, statement or implication that:

- 1cis infallible, unfailing, magical, miraculous, or that it is a certain, guaranteed or sure cure
it is effective in all cases of a condition
- the goods are safe or that their use cannot cause harm or that they have no adverse effects

be directed to minors, except the goods listed in Appendix 5 of the TGAC. Examples include:

- condoms and personal lubricants
- bandages and dressings
- devices for management of chronic conditions under medical supervision
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Restricted representations

Restricted representations refer to claims made in relation to serious:
e diseases

e conditions

e ailments

e defects

In the context of advertising therapeutic goods, the term serious means a form of those diseases, conditionrs
ailments or defects that are generally accepted

e notto be appropriate to be diagnosed and/or treated without consulting a suitably qualified he=1th.
professional

e tobe beyond the ability of the average consumer to evaluate accurately and to treat saf-™ w.. .regular
supervision by a qualified healthcare professional.

The complete list of restricted representations are listed in Appendix 6 of the TGAC.I wap. include:

e cardiovascular diseases

dental and periodontal diseases
e diseases of joint, bone, collagen, and rheumatic disease
e diseases of the eye or ear likely to lead to blindness or deafne
e diseases of the liver, biliary system or pancreas
e endocrine diseases and conditions including diabetes 4 p ..tatic disease
e gastrointestinal diseases or disorders
e haematological diseases
e infectious diseases
e immunological diseases
e mental disturbances
e metabolic disorders
e musculo-skeletal d ea.
e nervoussys. dise. -5
e poisonir  venol. Js bites and stings
e ruar'discase
. mir.  cy diseases
skii. diseases
e substance dependence
e urogenital diseases and conditions

If a person wants to make reference to a restricted representation in an advertisement directed to consumers,
they must first obtain an exemption from this section of the Code.

To obtain an exemption to use a restricted representation in an advertisement directed to consumers for a
medical device, including labels, the advertiser must apply to the Head of the Office of Devices Authorisation
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(ODA) of the TGA. The Application for approval to use a restricted representation in advertising form is available
from the TGA website. The website also has guidance on submitting an application.

To facilitate the consideration of an application, applicants are encouraged to include:

e acopy of the proposed advertisement or advertising campaign

e product information such as product label and Instructions for Use to assist in establishing the
manufacturer's intended purpose

e any clinical data or evidence to support the use of the device for the serious disease condition, ailment c
defect

The decision to approve or refuse to approve an application is made by the TGA Delegate. The Delegate v .1,
most cases, seek advice from the Code Council.

The decisions to grant or revoke an exemption are published on the TGA website.
Prohibited representations

Prohibited representations are described in Part 1, Appendix 6 of the TGAC and are prc’  ed. oeusedin
advertisements directed to consumers and there are no provisions under the legislat’  to. _lyforan
exemption.

Prohibited representations include any representation relating to abortifaciei  -tic .r any representation
regarding the treatment, cure or prevention of the following:

e neoplastic disease ( for example, cancer, tumours, malignancies)

e sexually transmitted diseases (STDs)

e HIV AIDS and/or HCV

e mentalillness

The exceptions are claims about the:

e prevention of skin cancer through the use "~un. zens

e devices used in contraception or in the L.re er .on of transmission of disease between persons

These claims are restricted and an exr (ptic’ must be granted prior to using the representation in an
advertisement to consumers.

Complaints

Anyone can lodge a complaint. utan advertisement for therapeutic goods and all complaints are treated in
confidence. Anonymov c. lauits are also accepted.

When lodging a ola -ase include where possible:

e acopyofthead sement

e tF nal .U .publication and the date published (if applicable)

‘ata,  fwhatitis about the advertisement that is unacceptable

.p» sinrelation to advertisements for devices appearing in:

adio

[ 4

e television
e consumer magazines
e newspapers

e billboards
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e cinema
e the Internet

are considered by the Complaints Resolution Panel.

Complaints about advertisements appearing in these types of media should be submitted on forms available at

<http://www.tgacrp.com.au>. The forms can be submitted electronically on line or sent to

The Executive Officer
Complaints Resolution Panel
PO Box 764
NORTH SYDNEY NSW 2059

The determinations of the Complaints Resolution Panel are published on their website at
<http://www.tgacrp.com.au/index.cfm?pagelD=13>

The Advertising Unit of the TGA considers complaints about other forms of medical devic~ .a.
as labels, leaflets, flyers, and promotional brochures) and recommendations are madet « °

These complaints should be sent to:

Recalls & Advertising Section
Office of Product Review
Therapeutic Goods Administrat 2
MDP 122
PO Box 190
WODEN AC. -Oc

isements (such
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Section 13. Active medical
devices

Overview

An active medical device is a device that uses and converts energy in a significant way in order to oper=* . A.
active device may use any form of energy except for gravitational or direct human energies.

Active devices may run from internal or external power sources.

Some example active devices include:

pacemakers (electrical energy)

e electric hospital beds (electrical energy)

e gas-powered suction pumps (pressure energy)

e software (electrical energy—software is a controlling agent for an el* ..1ca' device)
e active warming blankets (electrical and thermal energies)

e X-ray machines (electrical and ionising electromagneti- -adi. one¢ argies)

e surgical lasers (electrical and electromagnetic radiatic .. ies)

o lung ventilators (electrical and pressure ener-ies)

e ultrasound machines (electrical and acoustic e.  ~ies)

Devices that are powered by gravity or direc y! ;  “uman being are not active devices. Examples of these
devices include:

e gravity fed intravenous infusion ¢ s

e traction systems

e hand-operated bag/valv. askrespirators/resuscitators
e hand-powered dri”

Some devicesar.  enu. _y their manufacturer to transmit energy, a substance, or another element between
an active medicaia - and a human being without any significant change occurring to the element being
transmitted ..ie~~ devices are not active. For example:

o eiec’ oeuce dlograph (EEG) leads (purely passive reduction in electrical signal)

. hing s (reduction in transferred pressure along the tubing).
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What is an active medical device?

From the Therapeutic Goods (Medical Devices) Regulations 2002...

active medical device:

a. means a medical device that is intended by the manufacturer:

i. todepend for 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

ii. toactby converting this energy; but

b. does notinclude a medical device that is intended by the manufa  er

to transmit energy, a substance, or any other element, betw- n

active medical device and a human being without any sig- ** -awn

change in the energy, substance or other element bein- a. itted.

Manufacturers of active medical devices must consider all classification’ les ¢ d must meet all of the relevant
Essential Principles. The following Essential Principles and classificatior. '~ ire specific to active medical

devices:
-
The requirements are outlined in which is located in tQ _
a
Essential Principle 9.2— Essential Principles, 2dule 1, outlines requirements for the risk
Minimisation of risks associated Therapeu. “oods (Medical of reciprocal interference involving
with use of medical devices Devices) Rey.  ‘ions 2002 other devices
Essential Principle 12—Medical Esseat’ (F 1nciples, Schedule 1, outlines requirements for the
devices connected to or equipped erap. ..c Goods (Medical safety and performance of active
with an energy source Dev. s) Regulations 2002 devices.
_'_
Part 4 Special rules for activ~ Classification rules, Schedule 2, provides information for
medical devices Therapeutic Goods (Medical determining the classification of an
Devices) Regulations 2002 active device.
Part 5.7 Specia.  =src._.ngto Classification rules, Schedule 2, provides information for
activeimplantavlc = ical devices | Therapeutic Goods (Medical determining the classification of
Devices) Regulations 2002 active implantable medical devices
and associated medical devices.
Australian Regulatory Guidelines for Medical Devices, Section 13. Active medical devices Page 210 of 337

V1.1 May 2011



Different forms of energy

The following table describes different forms of energy in order to help the reader determine if his or her device is active or not.

Chemical energy

Description

Stored in batteries, liquids, gases, fuel, etc.

Comments

'\7‘. hl Device Examples

Chemical hot/cold packs

Elastic energy

Energy is stored when something is
stretched, squashed, etc.

Includes clockwork-powere
spring-powered devices. ~las.
devices, etc.

lev
- -powered

r is often applied to
these dev. in . to elastically deform,
compre: ou: etch them, the energy of
operatic -~ - aansformation of the stored
‘otential ew..crgy into kinetic energy.

Although “um: pov

Spring-loaded syringe drivers

Bellows drains

Electric energy

Electrical energy is used to drive the action
of the device, for example, turn a motor, e .t
heat, emit light, or emit electrical sign='~

Mair. {230V grid) power and batteries are

primary sources of electrical energy,
Jdthough there are other methods of
generating electric energy.

Blood gas analysers (which measure electric
potential relating to concentrations of gases
in blood)

Electric devices such as drills
All electronic devices and computers

Software (used to control a computer)

Radioactivity

Stored in the nuclei = atoi  where energy is
released from Is. ~ nucleus rather
than via there. ..  ofthe electrons (see

The decay of isotopes is used for medical
imaging and for cancer treatments (radiation
oncology).

Radioactive seeds/beads

Magnetic energy

Electricer  zvabc. o).
"agy. -~ pc .tial energy is closely related Electric motors operate from magnetic fields | Magnetic Resonance Imaging (MRI)
v =2cti  >otential energy (see above). A interacting with electric currents in order to | machines use a magnetic field (and also

. icfield can also impart energy to a

rotate. An alternator or electric generator

radio waves) to excite particles within
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Description

Comments

particle within it.

works in the reverse: a (motor) generator is
externally rotated, resulting in the
generation of an electrical current.

Electromagnetic
radiation

Electromagnetic radiation is a flow of
electromagnetic energy waves ranging from
very long-wavelength radio waves to
microwave, infrared, visible, ultraviolet, and
x-rays, through to very short-wavelength
gamma rays.

Electromagnetic radiation is microsce
kinetic (movement) energy.

Thermal energy

Thermal (or heat) energy is microscopic
movement energy. It is often realised as
infrared waves.

biolo, 1tissues

£l- _tr’c dentist drills

+

JV phototherapy cabinets (for treating
psoriasis); and

x-ray imaging and therapy devices

Hot water packs -~ no.  .ve devices as
thereisno char eir. e form of energy.

Pressure energy

Pressure is stored as potential energy and is
often converted to kinetic (movement
energy) via conversion of a high-pressure
source to a low pressure one.

Sound/Acoustic/

Sonic

Electric warming blankets;
Respiratory humidifiers

Chemical heat packs.

“he convers.on is then from an amount of

; ~ntial energy to an amount of kinetic

enc  -and a smaller remaining amount of
*ential energy.

Air turbine- powered dentist drill — a flow
of released compressed air (potential
pressure energy) pushes on the blades of the
turbine (this is a conversion of potential to
kinetic energy) and transfers some of this
airflow into rotation of the turbine shaft

Sound or acoustic energyisafc ot nuietic
energy, realised as sound/~* pre. e
waves.

Many of these devices derive their primary
power from an electrical source.

Ultrasound imagers;
Hearing aids;
Ultrasonic nebulisers;
Tinnitus maskers; and

Lithotripters.
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Electromedical safety standards

Electromedical devices are powered by electricity—mains, battery and low-powered devices. Examples are
pacemakers, pulse oximeters, and blood-pressure monitors.

There are potential safety risks to the patient and/or user if the medical device:

e causes the patient and/or user unintended exposure to electrical currents

o interferes with or affects another electromedical device—Electromagnetic Compatibility (EMC).

To ensure that manufacturers of electromedical devices have considered these risks they must demonstra*~

compliance with:

e Essential Principle 9.2—Minimisation of risks associated with use of medical devices

e Essential Principle 12—Medical devices connected to or equipped with an energy source.

The most common way to demonstrate compliance is to meet a standard published by an / ..
international standards agency, or a similar standard. If the manufacturer chooses to u
standards they must provide evidence that the chosen standard is applicable to the .
that its application satisfies the requirements of the Regulations. The use of such: nac

'ian or
~er .oluntary
afac .rer's device and
5 is not mandatory.

Standards that are commonly used to demonstrate compliance include:

IEC 60601: General requirements for basic safety and
essential performance of medical equipment and any
applicable sub-parts

AS/NZ 3200.1.0: Medical electrical equipment-
General requirements for safety

[EC 60601-1-2: Collateral standard for
electromagnetic compatibility (EMC) of med’ !
equipment

Avplie .01 basic safety and essential performance
g v medical electrical equipment such as
4 ‘llators, electrical beds, ECG machines

Au.aalian standard equivalent to the international
standard IEC 60601-1

Specifies general requirements and tests for EMC of
medical equipment. Collateral standards serve as the
basis for specific standards by applying additional
requirements to those prescribed in the associated
general standard(s).

AS/NZ 3200.1.2: Collateral st 'ard for
electromagnetic comr .. v (=MC) of medical
equipment

Australian standard equivalent to the international
standard IEC 60601-1-2

IEC 61010.1- “ene.  :quirements for safety of
electrical = o’ nt for Measurement, Control, and
Labu.erary use’ _.g., IVD equipment, sterilisers, etc.)

This international standard is applicable for some
medical devices that are not in direct contact with
patients. Example include bench-top sterilisers and ex
vivo tissue-processing equipment
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Medical devices that connect to the public mains electricity
supply

In Australia, the public mains electricity supply is 230 volts, 50 Hz. In accordance with AS/NZS 3112—Approval
and test specification—Plugs and socket-outlets, electrical equipment must be connected to a mains electricity
supply using a plug with active and neutral pins partially insulated and with Australian-specific pin
configuration.

In addition, AS/NZS 3551—Technical management programs for medical devices requires that a transparent |
cover should be used if the plugs are re-wireable. For moulded plugs, it is preferable that the plug cover is
transparent but this requirement is not mandatory.

Electromagnetic Compatibility (EMC)

EMC and the influence of the expected environment should be considered when determining the < .ssociated
with the use of a medical device. Environments include domestic, clinical, and critical-care = rvC
requirements also apply to battery-powered devices.

The first step in determining compliance with EMC requirements is to perform a thorc " ri_g analysis. Ideally,
such an analysis should be undertaken as part of an overall risk management proc  as _fined in ISO 14971.
The risk analysis must form the basis for specifying EMC test requirements.

Manufacturers should consider the highest potential-risk environment te© _.ermu..c the amount and type of
testing required. The standards provide guidance for the type and amo1 *of = sting required. Manufacturers
may also need to consider specialised aspects not covered by a stap~ . generally expected that EMC
testing be conducted by an accredited test laboratory due to the b ;hly Hecialised nature of the testing.

The manufacturer should include testing for:

e protection of the public mains network—IEC 60601-% 10, _use 6.1.3 (AS/NZS 3200.1.2 clause 36.201.3).
Mains network testing is not applicable to ba’*ery-powc. . devices unless a battery charger forms part of
the device

e emissions—IEC 60601-1-2, clause 6.1 (A . "~ 3. J.1.2 clause 36.201)
e immunity—IEC 60601-1-2, clause 6.7 (AS' 7 , 3200.1.2 clause 36.202)

Life-supporting equipment usedina nica nvironment normally require full compliance with the IEC 60601-
1-2 standard, including more stii> =n. . requirements imposed by an IEC 60601 part 2 standard, since
higher levels of immunity arer’ ce.  vin order to establish a broader safety margin. For example, the part 2
standard, IEC 60601-2-31,i1.  ses auditional EMC requirements for external pacemakers.

Less stringent requirer .. or. .ally apply to non-life-supporting equipment used in a clinical environment (for
example, suctionoum] IE( ,0601-1-2 makes allowance for waiving immunity testing, provided the
manufacturer ca  stity  _ential performance via the risk analysis. As per Essential Principle 13.4 of the
Therapeutic Gooas - zal Devices) Regulations 2002, the Instructions for Use for the device must also provide
information . a~w uie user to manage the electromagnetic environment in the clinical setting.

Low-1.s' devicee .sed exclusively in a non-clinical setting, such as a massager for domestic use, and that are

cl  'wla Teaas ‘notforuseina clinical setting’ or ‘for domestic use only’ may not require full compliance with

IEC 11-_-2. EMC compliance may be demonstrated by justifying essential performance via the risk analysis
adic edin [EC 60601-1-2. If such an analysis demonstrates that the device does not pose any inherent

“rds, either alone or in connection with other equipment, then the following minimum EMC requirements
ma, apply:

e Labelling or Instructions for Use that indicate that the device was not tested to clinical EMC requirements

e Evidence to support the Australian Communications and Media Authority (ACMA) EMC C-Tick (however, the
C-Tick may not be required on the label).

10 These clauses are from the 2007-03 edition of IEC 60601-1-2, and 2005 edition of AS/NZ 3200.1.2.
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Medical devices are exempt from the ACMA EMC C-Tick labelling requirement as they must comply with the
more stringent requirements described by the Essential Principles, except for those incorporating radio-
communications transmitters (see below).

Telecommunications and Radio-Communications Transmitters

The Australian Communications and Media Authority (ACMA) is responsible for the regulation of broadcasting,
the Internet, radio-communications, and telecommunications. The ACMA administers regulatory systems
relating to a device’s compliance with:

e Australian telecommunications (A-Tick)
e electromagnetic compatibility requirements and radio-communications standards (C-Tick).

Medical devices with telecommunications ports must comply with ACMA A-Tick requirements, fo np. |, in-
home patient-monitoring devices that have modem ports.

Medical devices with radio-communications transmitters must comply with ACMA C-Tickr elutts for
radio-communications standards, for example, wrist-worn sphygmomanometers thatcs  >ct. .mobile phone
using Bluetooth.

However, electrically-powered medical devices do not require C-Tick markingin. tio. J electromagnetic
compatibility. They must comply with the more stringent requirements descr™ ~di. = Essential Principles.

Active implantable medical devices (AIMDs) that utilise radio communice” s a1.. .ae associated external radio
transceiver such as an external programmer or data-logger, must also ¢/ \ply ith ACMA radio spectrum
licensing and C-Tick requirements. The ACMA RadiocommunicationsCl.. =~ _ence (Low Interference Potential
Devices) 2000 (also known as the LIPD Class Licence) makes sper «c. wance for some kinds of low-power
radio communications for AIMDs, including those using Mc  "ali ~la- Communications Systems (MICS), under
specific conditions.

Further details are available on the ACMA website: <http:,; ™ r.acma.gov.au>.
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Radioactive medical devices

All medical devices that are radioactive are active medical devices. If radioactive medical devices are implantable
they are classified as Class AIMD.

Radioactive medical devices are radioactive products that do not have a pharmacological, immunicological, or
metabolic action, or that are administered locally rather than systemically, for example:

e brachytherapy spheres are active implantable medical devices. Their primary mode of action is radiatior.
and the basis for the therapeutic claims for the product are that the radiation affects the tissue irradiate
The mechanism of such action on the tissue is physical in nature. The only way that such an action can ta..c
place is via an energy conversion at the tissue interface—the precise nature of the energy conversior 4
vary from temperature effects to denaturing of cellular molecules, or other physical interactionth.  =aa.
tumour cell death.

e invivo imaging agents (such as barium meals) are regulated in Australia as medicinal prodt

The TGA regulates the supply of radioactive medical devices in Australia.

The Australian Radiation Protection and Nuclear Safety Agency (ARPANSA), and stat 1d . ‘itory authorities,
regulate the use of radioactive materials. More information is available on the ARP*NS. -ebsite at
<http://www.arpansa.gov.au>. The TGA uses the expertise of ARPANSA when ~sse.  ~g1adioactive devices.

Radiating medical devices

The manufacturers of radiating medical devices must comply with Fecen. -inciple 11. Examples of radiating
medical devices include:

e medical lasers

e phototherapy devices
e X-ray machines

e dental curing lamps

Radiating beauty therapy products such as:

e solariums

e laser combs

e dermal abrasion devices  dern.al abrasion products that apply energy to the patient)

e skinrejuvenationc ... (o skin rejuvenation products that apply energy to the patient)
e hairremove du .at apply energy to the patient

e arenotm lical. .cesunless:

e tI rape .cc imsare made or

. 2p1 ctis:

- rgically invasive
invasive via a body orifice

The TGA regulates the supply of radiating medical devices in Australia.
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The Australian Radiation Protection and Nuclear Safety Agency (ARPANSA), and state and territory authorities
regulate the use of radiating medical devices and the use of radiating beauty therapy products on human beings.
More information is available on the ARPANSA website at <http://www.arpansa.gov.au>. The TGA uses the
expertise of ARPANSA when assessing radioactive medical devices.

Software

Software operates as a controlling agent for an electronic device, e.g., a microcontroller or computer.

Software is regulated in different ways depending on the manufacturer's intended purpose for the software
how it is supplied:

Type of software How is it regulated? Examples q

Software that is part of a device and is Part of the device Pacemaker firmware

supplied with a medical device Embedded patient mo N A

Software or an accessory to a device that | A separate medical | Image-processiv  oft. e for use with an
is a device in its own right if it is supplied | device X-ray machir

separately from the related device
p y Pacemak <ro; .nmer and controller for

use or - pe. J computer or laptop

Software that is used as a diagnostic or A separate medical | Onc .mage-processing tool
therapeutic tool device

Rc ation planning/treatment Software

Upgrades to software supplied A separaten uic ‘ Upgrade to image-processing software to
separately device add artificial colouring of images
Upgrade to ultrasound equipment to allow
4-dimensional images
Corrections to software errors thathave | M t- inedical Bug fix to stop infusion pump indicating
been supplied with a device Ge.1Ce incorrect drug administration values

Stability fix to image processing tool to

reduce incidence of crashing or freezin
Please note: mustbe areplac’ aer..  art 8 8

with no additional function. . This
may be a product corre ru. .rthe
Uniform Recall Proce 1ire.
Therapeutic Ge¢ * w. * ,available
from <http://w . ‘ge gov.au>.

Softr xre .> sed in combination Not a medical Patient record management system
withc ~>rec pment for handling device (admission dates, case notes, contact
g maly ‘ent-related information details)

Conversion, compression, and encryption
functionality/tool

Clinical Information System (CIS) without
diagnostic or therapeutic functionality
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The legislation applies to all forms of medical device software including software that is embedded (for example,
firmware in hardware) such as:

o field-programmable gate arrays (FPGAs)

e electronic programmable read only memory (EPROM)
o flash memory

e static or dynamic random access memory (RAM)

Software often forms an integral part of an electronic device, for example, in a pacemaker or patient monitor
these cases, the software is a part of the device and is not considered to be a separate or distinct device.

Software that fits the definition of a medical device in its own right requires separate entry on the AR1  vhic
means that the sponsor must lodge an application with the TGA to include the device in the ARTG

Some devices have more than one type of software residing within them. For example, an infusic ~ ar , monitor
system may have software:

e to control the infusion parameters—Class IIb
o for the logging of patient data—Class I

If the device is supplied as a complete unit, the classification of the complete ¢ '~e1 .e highest classification—
Class IIb. If the software is supplied separately, the individual classificatio~ {e.  .evice applies.

The international standard IEC 62304 Medical device software—Softwar ife c le processes addresses
requirements that are specific to software, while the IEC 62366 Me7~ 'a.  _.s—Application of usability
engineering to medical devices standard addresses usability engin :rir, equirements to all devices, including
those that are wholly or partially software-based. The TGA 1sic = ese standards as representing the state-
of-the-art for medical device software.

The labelling requirements apply to medical device softwa -~  ardless of whether it is:

e downloaded from the Internet
e installed from a CD
e pre-installed on a device

Manufacturers need to ensure thatth rod :tinformation, such as the graphical user interface, screenshots, CD
labels, and product demos meett re.  .nents of Essential Principle 13.
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Section 14. Medical devices
Incorporating a medicine

Overview

There are therapeutic goods that have both a medicine and a medical device component and itis thece» o1 on
of the two components that deliver the desired therapeutic effect. In deciding how these products are r.  'ated,
the TGA considers:

e the primary intended purpose
e the mode of action of the product

as they relate to the definition of a medicine and a medical device.

The diagram below illustrates the two assessment pathways possible for s~ cc aation products:

Determine if the TGA
regulates the product as a
medical device ora- a |_

medicine

A 4 A 4

Medical device—the Medicine—the manufacturer
manufacturer must be able to should refer to the regulatory
demonstrate that the device requirements for the type of
meets the Essential Principles medicine—the Australian
and needs to apply for a 774 Regulatory Guidelines for:
Conformity Assessment

e  Prescription Medicines
e OTC Medicines
e Complementary Medicines

Certificate

Oncea TG.  afo.
Assessmenu e Fate s
obtair . th~spunsor can then

pply ¢ dethe devicein
t.. \RT’

Please note: Applicants are strongly encouraged to email the TGA <devices@tga.gov.au> prior to
submitting an application for a TGA Conformity Assessment Certificate to discuss the characteristics and
intended use of their product and to ascertain the TGA's requirements for the medicinal component in
relation to these characteristics.
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Examples of devices that this guidance applies to include (but are not limited to):

e catheters coated with an anticoagulant or an antibiotic agent
e medicine-coated coronary artery stents (drug-eluting stents)
e bone cements containing antibiotics

e sponge impregnated with antibiotics

e intraocular viscous solution with anaesthetic

e medicated root canal sealant

e silver impregnated dressings

e Surgical adhesive of collagen (medical device) and thrombin (medicine) packaged as two cor pu -pts chat
are not applied to patient until mixed together and ‘intended to incorporate an ancillary me  ae

System or procedure packs thatinclude at least one medical device and may containame< cn.  ve regulated as
medical devices. The medicine must be entered onto the ARTG in its own right before s .. licacion for the
system and procedure pack can be lodged. For more information on system and procc  -e p..cks, please see
Section 16. Systems and procedure packs.

This guidance does not apply to:

e chemicals that are not medicinal in nature

e contact lens solutions that contain an antimicrobial substance> =~ e .  purpose of the substance is solely
to preserve the solution and not intended to confer antisepti’ irop ties to the eye

e products such as pre-filled syringes where the syringe <= - as wie container for the medicine, as these
products are regulated as medicines

For a product considered to be:

e amedical device, an application must be submii.  to the Office of Devices Authorisation and the product
will be assessed by the medical device pr g wich input from the relevant Office for medicines regulation

e amedicine, an application must be == " mi! " (o0 the relevant Office for medicines regulation and the product
will be assessed by the medicines rogr- m, with input from the Office of Devices Authorisation

The decision on approval and issc 0. _crelevant certificates will be issued by the Office to which the
application is submitted.

If the decision for the prod=ct. = regulated as a medicine or a medical device is not obvious from
consideration of the in’ .1u.  2urpose and the mode of action, the matter should be referred to the TGA to
determine the m stap  ~nr _te Office. Direct queries through the medical devices email service at

<devices@tga.go >

Alist of somr Jroduc., that contain both a medical device and a medicine component, where the TGA has
previc sly _« letermination in relation to whether the type of product is to be regulated as a medical device
or~me ‘ine,’ .vailable on the TGA website: Medical device - medicine boundary products.

Eve aug e manufacturer may have an overseas issued conformity assessment certificate, this can not be
puv_ s the basis for inclusion in the ARTG for these devices. An application must be made for a TGA
formity Assessment Certificate; please see Section 5. Conformity assessment overview.

Essential Principle 7.4 of Schedule 1 of the Regulations requires that:

o the safety and quality of the medicinal substance be verified in accordance with the requirements for
medicines

o the ancillary action of the substance be verified having regard to the intended purpose of the device

Classification Rule 5.1 of Schedule 2 of the Regulations indicates that medical devices are Class III if they
incorporate, or are intended to incorporate, as an integral part, a substance that:

Australian Regulatory Guidelines for Medical Devices, Section 14. Medical devices incorporating a Page 220 of 337
medicine
V1.1 May 2011


mailto:devices@tga.gov.au

e ifused separately would be a medicine; and
e isliable to act on the patient’s body with an action ancillary to that of the device.

For information on the classification of medical devices, please see Section 4. Classification of medical devices.

Where an application is made for a medical device incorporating a medicinal component, the relevant parts of
the Design Dossier are referred to the appropriate area of the TGA by the Office of Devices Authorisation for
evaluation of the medicinal component. The medicinal assessment is undertaken in parallel with the assessment
of the medical device and the relevant fees for the assessment of the medicine component will also apply. Th
manufacturer should ensure that they have included data for the medicinal substance as part of the Design
Dossier in submissions. The medicinal component documentation may be supplied directly to the TGA if there
are proprietary information considerations; authorisations from the medicine supplier must be suppliec . -
TGA in relation to the specific medical device submission. Refer to the TGA website for the Letter of A s fo.
the DMF/CEP template.

Some medical devices contain substances that are scheduled in the Standard for Uniform Schedt < ¢ Jrugs
and Poisons (SUSDP). This includes medical devices incorporating medicinal substances. E: S 1 wie SUSDP
refer to all salts and derivatives of the substance unless specifically exempted. The TGA-  rei. iew chemical
entities in medical devices incorporating medicinal substances to the National Drugs- 1+  ans Schedule
Committee (NDPSC). Medical devices containing substances that are scheduled in *~e . DP must comply with
any labelling requirements specified in the SUSDP.

Many, but not all, substances scheduled by the SUSDP are considered as medici.. ote that medical devices
that contain substances cited in the SUSDP, but not considered to be am' .icine are not addressed by
Classification Rule 5.1.

Medical devices classified as Class 11l because they contain a med? ae  atacts in a manner ancillary to the
device are generally exempted from the requirements of tt= 1S,

However, the following five groups of products, irrespectiv  u.  ir device classification, must comply with the
labelling requirements of the SUSDP:

e injectable tissue reconstructive, augmentatic  nd restoration materials, including collagen
e medical devices that include anticoagulan*

e artificial tears

e urinary catheters

e intra-articular fluids

Further information onthe N <C is available on the TGA website.
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What is a medical device incorporating a medicine?

There are three definitions from the therapeutic goods legislation that must be considered when determining
whether a product that has both a medicine and a medical device component is to be regulated as a medicine or a
medical device.

From the Therapeutic Goods Act 1989...

Section 41DB What is a medical device

1. A medical device is:

a. any instrument, apparatus, appliance, material or other article
(whether used alone or in combination, and including the softw=r=
necessary for its proper application) intended, by the person - 1a:
whose name it is or is to be supplied, to be used for humanbe s
for the purpose of one or more of the following:

i. diagnosis, prevention, monitoring, treatment - lev, .onof
disease;

ii. diagnosis, monitoring, treatment, alleviz"on r
compensation for an injury or disability;

iii. investigation, replacement or modific  ~r .. the anatomy or
of a physiological process;

iv. control of conception;

and that does not achieve its pri- = a1. _aded action in or on the
human body by pharmacologi 1, in  unological or metabolic
means, but that may be. ste ", function by such means; or

aa. any instrument, apr a. appliance, material or other article

specified under subsec (" +j; or

ab. any instru- =nt, appai...us, appliance, material or other article

thatis include.. 2 class of instruments, apparatus, appliances,

materials or ~*he,  “icles specified under subsection (2B); or
b.an accessc t ~h an instrument, apparatus, appliance, material
or other article o' :red by paragraph (a), (aa) or (ab).

Fror __ The. apeutic Goods Act 1989...

ctiv (1)
m. _ine means:

a. therapeutic goods that are represented to achieve, or are likely to
achieve, their principal intended action by pharmacological,
chemical, immunological or metabolic means in or on the body of a
human; and

b. any other therapeutic goods declared by the Secretary, for the
purpose of the definition of therapeutic device, not to be
therapeutic devices.
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From the Therapeutic Goods (Medical Devices) Regulations 2002...

Medical devices incorporating a medicine:

means a medical device of any kind that incorporates, or is intended to
incorporate, as an integral part, a substance that:

i. if used separately, would be a medicine; and
ii. isliable to act on a patient’s body with action ancillary to
that of the device

Data requirements for medicinal substances

A wide range of medicinal substances may be incorporated into medical devices. Inreco~ :io. atthe
regulatory status and evaluation history of the medicinal component may vary consid~> i« ‘he data
requirements will be considered on a case-by-case basis. In general, the amount of de.  ~equired depends on
whether the:

e the medicinal substance is already available for supply in Australia (for exa ' as an API)
e the medicine is already on the ARTG
e theclinical indications and or presentation are the same or dif

e the medicinal substance originates from a manufacture ~ ho " _en satisfactorily audited for the
manufacture of that substance and has current TGA-is© _. ™MP certification or has a TGA GMP Clearance
based on other evidence accepted by TGA

e theincorporation of the medicine within the  -ice is consistent with its approved use, and whether it poses
any concerns in relation to, for example:

- local toxicity/tolerability
- changes to the physico-chemical »rope - of the substance as a result of its incorporation into the
device, including kinetics of re” ase o’ the substance from the device.

The manufacturer must submitar ~dc .1 component of the Design Dossier specifically dealing with the
medicinal substance.

Detailed guidance on the Aus. 'an regulatory requirements for medicines is available on the TGA website.
Regulatory requiremen’ " dv sending on the type of medicine and relative risk/benefit to the user. The
following table provid 2 st mary of each type of medicine—for full details, please refer to the appropriate
regulatory guide s as wn in the table below that are available on the TGA website:

Description Guidelines

F sci. oan Generally, a prescription is needed to buy from a pharmacist. | Australian Regulatory
Otherwise, only authorised health care professionals can Guidelines for
supply them, such as in a hospital setting. Prescription Medicines

Examples include contraceptive pills, antibiotics, and strong

painkillers

OTC Consumers can buy over-the-counter (OTC ) medicines for Australian Regulatory
self-treatment from pharmacies, with selected products also | Guidelines for OTC
available in supermarkets, health food stores and other Medicines
retailers.

Examples include cough and cold remedies, anti-fungal
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Type of medicine  Description Guidelines

treatments, sunscreens, non-prescription analgesics such as
aspirin and paracetamol

Complementary Substances also known as ‘traditional’ or ‘alternative’ Australian Regulatory
medicines. Guidelines for
Complementary

Examples include vitamins, minerals, nutritional
supplements; and herbal, aromatherapy, and homoeopathic
products

Medicines

e N

If a medicine is considered to be a new chemical entity (NCE) in Australia the medicineisalsore 1i-.d o
undergo the approval processes for a NCE; this includes forwarding data relating to the medi~in. -~ ponent of
the device to the Office of Prescription Medicines within the TGA for review, and to the Aus ..~ Drug
Evaluation Committee (ADEC) in addition to the submission of the composite medicina’ ice vombination to
the Advisory Committee on Medical Devices (ACMD).

For prescription medicines, the data provided with the application should be presc  d 1.. the format outlined in
the Common Technical Document (CTD) format, which is available on the TGA bhs .
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The following table is intended as a general guide to the TGA data requirements for the medicinal component of medical devices in wl. . e medicinal substance
would normally be a prescription medicine. Equivalent procedures may apply to OTC or complementary medicines. For example “rtit. .ce of Suitability (CEP)
may be acceptable for an OTC or complementary medicines:

Data Description Medicine not in Medicine in ARTG Medicine in ARTG
ARTG with different i with same
manufacturer i manufacturer

Chemical and pharmaceutical data

Drug master files (DMF) for the substance—data may be provided as | Yes Y . Not normally Not normally

DMF or as part of the dossier for the medicine required, but helpful | required, but helpful
if application if application

’ includes overall includes overall
description of description of
manufacturing manufacturing
process process

If a DMF change can alter anything about the medicine that is being
used in the medical device, then the medical device manufacturer
must have a formal arrangement in their supplier agreement to
ensure they (the manufacturer) are aware of the change so that they
can conduct a risk analysis to determine if there is any ‘substantial’
change to the medical device. If there is a substantial change, then
the medical device manufacturer must notify the TGA (section 41E]
of the Act).

Please note: If the DMF is already lodged with the TGA, the medical
device manufacturer may be able to provide written permission _.n
the manufacturer of medicinal substances authorising th- TGA
access the DMF (that is, provide DMF File Reference Numb< “n
support of the device application

A template letter of access for the DMF/CEP is availabi.. -~ the TGA
website.

Method of incorporation of medicine wit ~ *he device. Includes: Yes Yes Yes Yes

e description of the medicinal suk" .ur~~ anu the amount
incorporated into each d= ce

e results of studiesexa.. 'ng. ther the medicinal substance is
modified during i*-inc.  atiun onto the device (process

Australian Regulatory Guidelines ror Medical Devices, Section 14. Medical devices incorporating a Page 225 of 337
medicine
V1.1 May 2011



Data Description Medicine not in Medicine in ARTG Changes t Medicine in ARTG
ARTG with different indicati with same

manufacturer medici manufacturer

treatments, effect of sterilisation, etc.) ‘

e controls of starting materials—the specification of the medicinal
substance and any excipients used

e control tests:

- carried out at intermediate stages of manufacture
- on finished product

Stability—includes data to demonstrate the stability of the active Yes es Yes Yes
medicinal substance in the medical device (potency, purity, release
rate) throughout the defined shelf-life of the device under the
manufacturer's recommended storage conditions

Labelling Vag Yes Yes Yes

Performance data

Studies to address intended action of the medicinein. -ontext of Yes Yes Yes Yes
its incorporation into the device

Data in relation to its release from the de > at t.c site of action and | Yes Yes Yes Yes
the subsequent distribution and elimir~tior.

Non-clinical studies conducteu

Full toxicity profile Yes May be required if Local tolerance Local tolerance
substance is a studies relevant to studies relevant to
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Data Description

Medicine not in
ARTG

Medicine in ARTG
with different
manufacturer

Changes t
indicati
medici

Medicine in ARTG
with same
manufacturer

device at the site of action «
elimination,asamin v

“he . Jsequent distribution and

pharmacology is
provided (see

product of ‘ » site of the site of
fermentation o+ implantation of the implantation of the
other variahle medical device need | medical device need
manufactu. - to be included. to be included.
proces an Additional Additional
wh- in._  _.ties information may be | information may be
¢ J1de- adation requested by the requested by the
L " shavebeen | TGA. TGA.
hown to be
’ fferent
Full pharmacology and pharmacokinetic profile Yes No No No
Data to address intended action of the medicine in the context of its | Y. “oweverifafull | Yes Yes Yes
incorporation into the device; and in relation to its release from the =hai. -ology and
device at the site of action and the subsequent distribution and ) “mucokinetic
elimination | 1 1.de is conducted
.at allows corollary
to the use in the
medical device then
may not be required
Clinical studies
Human pharmacology including pharma ~ +na.. . and Yes No No No
pharmacokinetics
Data to address intended acti .t~ft. ine .cine in the context of its Not required if full Yes Yes Yes
incorporation into the dev’ ~:ai = re.ation to its release from the | human
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Data Description

Medicine not in
ARTG

Medicine in ARTG
with different
manufacturer

Changes t
indicati
medici

Medicine in ARTG
with same
manufacturer

previous item)

Efficacy and safety studies, including adequately powered study to
demonstrate performance and safety of the medical device

Yes

Yes—unles
justificatiol.
requirr.  “liv cal

ev’ .ace. .ccepted

“nec

Yes—unless
justification for not
requiring clinical
evidence is accepted

Yes—unless
justification for not
requiring clinical
evidence is accepted
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Quality control for manufacturing medicinal substances
incorporated into medical devices

The manufacturing of a medicinal substance or Active Pharmaceutical Ingredient (API) that is incorporated into
a medical device must be undertaken in accordance with an appropriate system for managing quality and is
required to be in compliance with Good Manufacturing Practice (GMP), where appropriate.

To ensure that the incorporated medicinal substances are consistently produced and controlled to the qualitv
standards appropriate to their indications, applicants for a TGA Conformity Assessment Certificate must prc

the following evidence:

Medicinal substance

Prescription
medicine

Overseas Australian q

A TGA GMP Clearance. Sponsors must TGA GMP Licence unless ( er pt inder
ensure that the currency of the evidence is | Schedule 7 of the Ther~ne.  “ .ods
maintained for as long as the device Regulations 1990

remains on the ARTG

or

TGA issued GMP certification if the TGA
has conducted an on-site audit

OTC and
complementary
medicines

Not normally required, however, the TGAreser ~t* right to request evidence and to
audit the medicinal substance productior ~  “ies it there are questions concerning the
acceptability of the manufacturing’ nd ¢ 1lity ontrol procedures.

- )

Further information on what is a. 1t is not acceptable is available on the TGA
website in the docume:r  “uidance on the GMP clearance of overseas medicine
manufacturers.

In these circumstanc: *+' 2 medicinal substance manufacturer may:

e aprlyfo TG IMP licence (if located in Australian)

e apn, +auMP Clearance supported by acceptable evidence of GMP, issued by an
" arsea assessment body (if located overseas)

2gi - to be audited by the TGA as part of the medical device manufacturer’s
pplication for a TGA Conformity Assessment Certificate.
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Section 15. Medical devices
containing materials of
animal, microbial or
recombinant origin

Overview

Some medical devices contain materials that are of non-viable animal, microbial, or recom’ .. origin.

Medical devices incorporating these materials pose a special risk for both patients an” ea  -are providers due
to, for instance, the potential for pathogen transmission to humans.

Please note: Products containing viable animal materials or that are via. 7> i.uals are
currently regulated under Chapter 3 of the Therapeutic Goods Act 1~ . as ..__rapeutic devices—
see Australian Device Requirements Version 4 (DR4).

There is particular concern with regard to the possible trans  sic.. _. Transmissible Spongiform
Encephalopathies (TSEs) associated with materials origin  ng  m some animal species.

If a medical device or the cell-culture media used ~r microb.. cell-culture contain animal-derived material, the
TGA requires manufacturers to comply with ther.  ‘rements outlined in the TGA approach to minimising the
risk of exposure to Transmissible Spongiform F~~ep. ~pathies (TSEs) through medicines and medical devices,
which is available on the TGA website.

Descriptions of the kinds of mate~*2ls .some examples

Origin ’ ' ption Examples

Animal An invertebrate or vertebrate e Bovine, porcine, lapine, etc

member of the animal kingdom
e C(Crustacean

e (Coral
Microbial Micro-organisms e Bacteria
e Yeast
0. nant Genetically modified (GMO) e  Microbial cells

biological organisms
e Animals

e Plants
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Examples of medical devices containing these materials

Medical devices Materials

Biological heart valves

Porcine valve, valves made of bovine or equine
pericardium

Wound dressings

Gelatin or collagen from porcine skins; recombinai
plant expressing human collagen genes

Collagen corneal shields

Collagen from porcine skins

Vascular grafts

Coated with porcine collagen or = tiL

Catgut sutures

Bovine or ovine animal int  inc

e Intra-ocular fluids

e Meniscus joint fluid replacement
e Anti-adhesion barriers

e Tissue augmentation

e Catheters with ‘lubricious’ coating

Blood cell separation devices

Hyaluronic acid extr>cte.  am rooster combs or
harvested fromami.  * Icell line

Mu..oclonal antibody derived from microbial cell line
expressing human gene
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Requirements for medical devices containing these materials

Requirement

Classification

Legislative reference

Rule 5.5, Part 5, Schedule 2 of the
Regulations

Description

Medical device is Class III unless it:

e only contains materials of
animal origin that have been
rendered non-viable AND

e isintended by the
manufacturer to only ¢
into contact with in* sk

TGA Conformity Assessment
Certificate

Section 41EA of the Therapeutic
Goods Act 1989

Regulation 4.1, Part 4 of the
Regulations

Essential Principles

Essential Principle 8.2, Schedule 1
of the Therapeutic Goods (Medicc
Devices) Regulations 2002 (the
Regulations)

A TGA Conformity s _s7 1ent
Certificate my- " he d before a
valid applic? 0i.  m be made to
include tt . dicaidevice in the
Austral.  Reg .ter of Therapeutic
Goo ‘AR )

De.  Jesrequirements for risk

¥ 1nagement, control measures
«cluding sourcing, selecting,

harvesting, processing and

validation methods for

elimination/inactivation of viral or

TSE agents.

All medical devices require classification to determa.
procedures, and all medical devices are requi .o

he relevant applicable conformity assessment
cor..ply with all applicable Essential Principles. Some

requirements apply specifically to medical c .vi es . untaining materials of animal, microbial or recombinant

origin.

The risk analysis that a manufa arer
must take into account the prese.
recombinant origin. A risk-m~ age.

or recombinant origin must b

rec red to perform to show compliance with the Essential Principles

or . _.ential contamination by the materials of animal, microbial, or
't report for the medical devices containing materials of animal, microbial,
cluded in the Design Dossier for the medical device.
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Medical devices included in Classification Rule 5.5

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

5.5 Medical devices containing non viable animal tissues, cells or
other substances, or microbial or recombinant tissues, cells or
other substances

1. This clause applies to a medical device if the device contains:

a. tissues, cells or substances of animal origin that have been
rendered non viable, or tissues, cells or substances of microbial
or recombinant origin; or

b. a combination of tissues, cells or substances of the kind
described in paragraph (a).

2. The device is classified as Class III, unless:

a. the device contains only tissues, cells or substances "imai
origin that have been rendered non viable; and

b. the device is intended by the manufacturertc me 2
contact with intact skin only.

Please note A medical device that conforms to the descript’~2ir.  igraphs (2) (a)
and (b) is classified as Class I under clause 2.1 of this Sc’ dule

Please note: The TGA defines ‘rendered non viable’ as refer . tissues and cells that have been

(9%

processed to a point such that no further inherent capaci. “or: . .ular metabolic activity exists.

Products containing substances of microbial or ~ ambinant origin are not captured in the EU by a
special rule. For further information please see Sec  n 8. Differences between the Australian and
European Union medical device regulatory -  ‘ren. .its

Classification Rule 5.5 includes = =2dic dev 2as:

e in which the animal tissues cc  nd their derivatives are used as:

- raw and starting mate. s (for example, collagen, hyaluronate, gelatin)

- activesubstancr _  ex. .aple, heparin)

- excipientsintl dev :(for example, bovine serum albumin)

- reagents  uin, uauction (for example, porcine pepsin, albumin, meat broth etc used in the culture of

x

microbiai c. i »s)
e thatco a’ sues, cells or substances of:

rok . origin (production processes for example, biofermentation, harvested from microbial cell-
cui ¢ orin the finished product itself)
~ombinant origin (for example, from any category of genetically modified organism and may be either
auring manufacture or in the finished product)

Fou rurther assistance, contact the Devices Conformity Assessment Area of the TGA at <devices@tga.gov.au> or
on 1800 141 144.

If the medical device is captured by classification rule 5.5 then a TGA Conformity Assessment Certificate is
required.
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Medical devices containing materials of animal origin not
classified under Classification Rule 5.5

The TGA has determined that Classification Rule 5.5 does not apply to:

o the following tissue or cellular derivatives:
- bovine milk
- silk
- beeswax
- hair
- lanolin
- sintered hydroxyapatite (process must be validated to demonstrate no evidence of organic ma  al)
- tallow or tallow derivatives
- alcohols
- simple sugars or salts fermented from cultures that do not have any animal reagents
- microbial sourced enzyme cleaners

e amedical device that contains tissues, cells, or substances of animal origin thath?x ¢ - rendered non-
viable where the device is intended by the manufacturer to come into contact wit.  *ac. skin only (for
example, leather straps associated with limb prostheses).

The TGA has determined that honey is not considered to be an animal-derived .~ nce.

Self assessment for animal components where the deviceisr fcl: sified under Classification
Rule 5.5 and conformity assessment by the TGA is not rer=-re.

If a device contains materials of animal origin and the devir isn  <on lered class III by Classification Rule 5.5,
the manufacturer is still required to comply with the TGA Su  “=n.  .ry requirements and conduct a self
assessment for TSE risk.

Self assessment is described in more detail in the TGA Supp.  _ntary requirements for therapeutic goods for
minimising the risk of transmitting transmissible ~ »ngiform encephalopathies (TSEs) (December 2004),
available on the TGA website. This documentir-lua e processing requirements for tallow and tallow
derivatives. The document takes into accour a  ~qu.rements of the European Union Note for Guidance on
Minimising the Risk of Transmitting Animal ,p ag .orm Encephalopathy Agents via Human and Veterinary
Medicinal Products (EMEA/410/01 Re>  Oct. .r 2003).

Records are required to be kep” .odr  'ntz .ed by the manufacturer for those animal origin components, as
referred to in the TGA approach v inu...sing the risk of exposure to Transmissible Spongiform
Encephalopathies (TSEs) thres nm cines and medical devices.

Manufacturers of medica’ '~vic  -ontaining ingredients identified as having animal origin must comply with the
requirements for each’ th. 1imal-derived ingredients, in accordance with Essential Principle 8.2 of Schedule 1
of the Regulatior

Appropriate cont.c < sures must be implemented regarding animal material sourcing, selection, harvesting,
and process’ .
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Conformity assessment procedures for medical devices that
contain materials of animal, microbial or recombinant origin

Regulation 4.1 requires manufacturers of medical devices containing:

e tissues of animal origin that have been rendered non-viable (Sub-regulation 4.1(2)(a)), or
e tissues, cells, or substances of microbial or recombinant origin (Sub-regulation 4.1(2)(b)),

to obtain a TGA Conformity Assessment Certificate prior to applying to include the medical device in the AR’

Essential Principle 8.2, part of Essential Principle 8—Infection and microbial contamination, is particular
medical devices that contain materials of animal, microbial, or recombinant origin.

-

From the Therapeutic Goods (Medical Devices) Regulations 2002—Sched: =

8.2 Control of animal, microbial or recombinant tissues, *« ;u.
derivatives, cells and other substances
1. This clause applies in relation to a medical device . cou.cains:
a. tissues, tissue derivatives, cells or substan.  of . ..mal origin
that have been rendered non viable; a:
b. tissues, tissue derivatives, cells or <= " sta. of microbial or
recombinant origin.
2. Ifthe tissues, tissue derivatives, cells <" ,tances originated from

animals, the animals must havr suujected to appropriate
veterinary controls and - 'per sior .aving regard to the intended
use of the tissues, cells 0.  hs. 5.

3. Ifthe medical device cr .a1. ‘issues, tissue derivatives, cells or
substances of animal 0. ‘»  ecord must be kept of the country of
origin of eack nimal fron. which the tissues, tissue derivatives,
cells or substai. - originated.

4. The process” ~.p. ~rvation, testing and handling of tissues, tissue
derivativ ,¢. or substances of animal, microbial or recombinant
origin mus’ re .arried out in a way that ensures the highest
star _cds ¢. safety for a patient, the user of the device, and any
ot rpe on

b. ™  _dlar, the production process must implement validated

*hods of elimination, or inactivation, in relation to viruses and
otuer transmissible agents.

When a manufac  :rce .cts arisk analysis during the design process for a medical device, the presence or
possible presence ¢~ mal origin material in the finished medical device must be taken into consideration. This
analysis mu- . ue ndertaken, regardless of whether Classification Rule 5.5 is applicable to the medical device or
not.

F. ~ea. devices constructed of recombinant or microbial origin material, or animal origin material that has
bee de. «d non-viable, this analysis along with details of risk mitigation steps undertaken, must be provided
-na _signdossier is submitted to the TGA in support of an application for a TGA Conformity Assessment

. ificate.

For medical devices not requiring a TGA Conformity Assessment Certificate, this analysis along with details of
risk mitigation steps undertaken, must be maintained in the Technical File held by the manufacturer, and be
made available to the TGA on request. Changes to the Technical File, in this case, do not require notification to
the TGA unless this is specifically requested.

Incidental contact with various substances of animal, microbial, or recombinant sources material during
manufacture must be considered when deciding whether a TGA Conformity Assessment Certificate is required.
Note that lubricants and cleaning agents of animal or microbial sources used solely during manufacturing and
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that do not end up in the finished medical device are not considered in the decision of whether a TGA Conformity
Assessment Certificate is required.

The manufacturer must apply to the TGA for assessment prior to implementing a change to the design materials
or manufacturing processes for medical devices for which the TGA has issued a TGA Conformity Assessment
Certificate. Changes to the supplier of animal material are notifiable and assessable changes. The manufacturer
needs to undertake a risk analysis to determine whether changes to sourcing, collection or handling have
reduced the safety of the product. The manufacturer also needs to consider whether this change affects the
validation of the inactivation or elimination of viruses or TSE agents.

After this risk analysis and conclusions has been documented, notify the medical devices conformity assessn
area of the TGA on 1800 141 144 for confirmation of whether the proposed change(s) require TGA appror-!

For more information please see:

e Conformity Assessment Standards Order No 2—Conformity assessment standards for qualit~ ~ rai. ¢
techniques for animal tissues and their derivatives utilised in the manufacture of medicald¢ ¢ s/ ASO No
2), which is available on the TGA website.

e Section 21. Changes to ARTG Inclusions
Specific requirements for animal-origin components
There are special requirements for:

o medical devices incorporating tissues, their derivatives, or other subs .ces «__ginating from animals

e materials of animal origin that are used or that come into contactw. > .ical devices during production
processes where the materials are not included in the final de” _.

The TGA has adopted EN 12442: 2000 Animal tissues and t..  "de ves utilised in the manufacture of medical
devices - Part 1, Part 2 and Part 3 as conformity assessme” .. 'ards (CASO No 2). Compliance with these
standards is not mandatory. However if a manufacturer cl.  <e: 0 follow a different approach, its relevance and
adequacy in achieving a satisfactory level of safe* must be uc..ionstrated. The TGA will also accept compliance
to 1SO 22442: 2007.

These standards specify relevant quality assv” .. tec .niques for the analysis and management of risk in the
manufacture of medical devices, such as sou _i’ 2, .iecting, handling of animal materials and their derivatives,
viral and transmissible agent eliminatic® nd,  Jactivation.

Documented compliance with t+ »se s 1dar s can form the evidence to demonstrate compliance with elements
of Essential Principle 8.2.

Details of rigorous manufact:  1g pr. esses for various materials are outlined in TGA Supplementary
requirements for therapenticy s for minimising the risk of transmitting transmissible spongiform
encephalopathies (TSE° (. =muoer 2004).

The quality systein: :emented by manufacturers of medical devices containing materials of animal origin
must also e’ ,ur Mat the following are in place:

e _qus wvcor Jiprocessesand procedures to prevent contamination with potential infectious/transmissible
ven. cluding TSEs and disinfection/decontamination procedures in the event of contamination; this
des adequate evidence of segregation between animal species in abattoirs or tissue supplier facilities

a documented system for animal and tissue traceability
e procedures for the selection, review, and auditing of tissue suppliers
e records of audit reports for the supplier of animal tissue by the device manufacturer

e name and address for the supplier of any animal materials. The TGA treats animal-tissue material suppliers
as key suppliers and the details of these suppliers are entered or referenced on the TGA Conformity
Assessment Certificate
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Specific requirements for microbial origin components

For medical devices containing components of microbial origin, manufacturers are also required to provide the
following additional information:

e microbial species

- identification
- cell bank qualification to demonstrate that it has been fully characterised and tested for the absence of
viruses

e composition of fermentation or growth media,

- identification of all components
- origin of components: animal, microbial, or plant
- suppliers, specifications, and certificates of analysis of the components.

Specific requirements for recombinant origin components

For medical devices containing components of recombinant origin, manufacturers are ale~ ey =d to provide
the following additional information:

e identification and source of nucleotide sequence coding
e source of expression construct or host animals
e composition of fermentation or growth media, including:

- identification of all components
- origin of components: animal, microbial, or plant
- suppliers, specifications, and certificates of analysis  *the =~ nents

In addition, there may be further requirements as specifie sy . Office of Gene Technology Regulator (OGTR).
More information is available at <http://www.ogtr.gov.au.

SUSDP Considerations

Some medical devices incorporate substanc’ ¢ a :al or microbial origin where that substance is scheduled in
the Standard for Uniform Scheduling of P=1gs’ - Poisons (SUSDP). Entries in the SUSDP refer to all salts and
derivatives of the named substance ur ss sr2cirically exempted. Some special clinical uses of collagen,
hyaluronic acid and lacticacid: .ader at» :dical device subject to scheduling requirements- see Schedule 4 of
the SUSDP. Medical devices conta. g suustances that are scheduled in the SUSDP must comply with any
labelling requirements specif’- (ini1. S5USDP.

Options for ¢~ ‘9. aity assessment certification for medical
devices cont ‘n 1g animal origin material

A manufactur mus. _ply to the TGA for conformity assessment certification for medical devices containing
anima! orig '~ ial.

He reve far _dical device contains:

. es uf animal origin that contact intact skin only
refined derivatives of animal derived waxes

e sintered hydroxyapatite

e heparin that conforms to pharmacopoeial standards

e gelatin that conforms to pharmacopoeial standards

The TGA may consider an EC-Australia and EFTA-Australia MRA certificate to support the application to the
TGA for conformity assessment certification.
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Please note: An MRA certificate cannot be used as the sole basis for manufacturer’s certification for
inclusion in the ARTG

Applicants must contact the TGA prior to submitting an application using certificates issued under the MRA to
determine the requirements. The eligibility requirements under the MRA do not completely align with the
criteria under classification rule 5.5 previously described in this section.

For more information please see the Australia - European Community Mutual Recognition Agreement, whic)
available on the TGA website.

Import Permits

An AQIS import certificate is generally required for biological substances. More detail is provid¢ 2.
<http://www.daff.gov.au/aqgis/import/biological/therapeutic-foods-dietary>.

Whether the item intended for importation contains material from a protected speciesr ts. .ld also be
checked. For further information see <http://www.cites.org>.
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Section 16. Systems and
procedure packs

Overview

‘System or procedure pack’ is a term used in the legislation to identify products that are packaged toge’* :r. »
specific intended purpose. Such a package must include at least one medical device but it can also cont.
medicines, other therapeutic goods (OTGs), and non-therapeutic goods. A group of products pac’ .5  tog .cher
that meets the definition of ‘system or procedure pack’ is considered to be a medical device fort .uar Jses of
the Act.

Other groupings of therapeutic products, such as therapeutic kits and composite packs, *lso .scussed in this
section.

From the Therapeutic Goods Act 1989...

41BF System or procedure packs

1. Apackage and therapeuticg ~ds the .ckage area system or
procedure pack if:

a. thepackageandtheth ip. '<goods are for use as a unit, either
in combinationasasys ~ < "ina medical or surgical procedure;
and

. the package co. 'ns atleast one medical device; and

c. thepackage ~dt. herapeutic goods do not constitute a
composit p7 .

2. Toavoid douot < stem or procedure pack is a medical device.

The term ‘system’ and the term ‘0. ~dure pack’ are used in order to accommodate different types of packages
that contain medical devices * iditic ally, some manufacturers might use the term ‘procedure pack’ for a
particular collection or combii.  2n of products (for example, a collection of therapeutic goods for an
appendectomy surgica’ .. luie) while other manufacturers might refer to the same collection of therapeutic
goods as a syster~. Ne the ss, no regulatory distinction is made between the two terms. The regulatory
requirements ar.  * saun.. regardless of whether the package of goods meets the definition of ‘system’ or meets
the definition of ‘pr. .re pack’ or meets the definitions of both.

Theteem ‘c ~ .. nt’ isused to describe an individual item in a system or a procedure pack.
A< stei.  ~pi__edure pack does not consist of:

° adividual item only

A collection of miscellaneous items that are not intended by the manufacturer to be used for a specific
purpose

e Bulk packs of one or more items
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Regulatory and legislative requirements
The legislative requirements for systems and procedure packs are set out in the:

e Therapeutic Goods Act 1989 (the Act)—41BF

o Therapeutic Goods (Medical Devices) Regulations 2002 (the Regulations)—Regulation 3.10 (3) and Part 7 of
Schedule 3

The regulatory requirements for systems and procedure packs are the same as for other medical devices.
Manufacturers of all medical devices must:

e ensure that their medical devices meet the Essential Principles

e apply appropriate conformity assessment procedures

e comply with the clinical evidence requirements

e undertake adequate post-market surveillance activities for all medical devices

regardless of whether they manufacture a system or procedure pack.

However, there are additional provisions in the legislation for systems and pre ~du.  acks. Manufacturers of
systems and procedure packs:

e must ensure that any applicable regulatory requirements are met fc 2ack 1dividual component in the
system or procedure pack

e must ensure that all components are mutually compatit'e wi  the itended purpose of the system or
procedure pack and:

- the intended purpose of each device
- the approved indications for medicines ard OTGs

Manufacturers wishing to utilise the conformity as. ~ment procedure already undertaken by the component
manufacturers may be eligible to use the speci’ ~utc ity assessment procedures under Clause 7.5, Schedule 3
of the Regulations. This procedure is availal :<,  “manufacturers of a system or procedure pack may not
need to hold conformity assessment certificati ~”,r the assembly of that system or procedure pack.

Systems and procedure packs ar-=tre; :d a: 1edical devices in their own right and, unless they are exempt (for
example, custom-made medical d- -ice ustbe included on the ARTG separately from the individual items in
the system or procedure pack.

If individual or replacement ¢.  ~onent items in a system or procedure pack are supplied for use separately
from the system or pror = pa K, they require separate entry on the ARTG from the system or procedure pack.

Systems and pro ~re <" thatare supplied on loan (for example, instrumentation for orthopaedic implant
surgery) are reg’ 'd as medical devices and require inclusion in the ARTG.
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Different therapeutic goods packages

Systems

Systems are comprised of components, including at least one medical device, that are intended by the
manufacturer to be used in combination as a unit. A manufacturer will often supply one or more components of
a system in a number of sizes in order to accommodate differences in patient anatomy. Some example systems
include:

e orthopaedic drill system, incorporating

- drill

- drill bits

- burs

- cables

- afoot pedal

e knee joint- replacement system, incorporating

- afemoral component
- an articulating surface
- astemmed tibial plate
- wedges
- pins
- screws
e patient monitoring system, incorporating

- amonitor

- ECGleads

- blood-pressure cuff with cable

- aninfusion pump with tubing set

Procedure packs

Procedure packs are comprised of componer st  are packaged together, including at least one medical device,
and intended by the manufacturer to be useu i a1 1edical, surgical, or diagnostic procedure. Examples include:

e appendectomy surgical procedur’ sack  ncorporating:

- clamps

- drapes

- sutures

- needles

- forceps

- scalpels

- gauze

- swab

- kidi - . 3s

e Srs. -k, Incorporating:

‘ndages
- antiseptic ointment
tweezers
- pain-relief tablets
- adhesive strips
- cotton buds
- swabs
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Boundary products and articles that are not medical devices

The Therapeutic Goods (Articles that are not Medical Devices) Order No. 1 of 2004 is a declaration of those articles
that are not, for the purposes of the Act, medical devices. The order includes:

c) an article that is intended to administer a medicine in such a way that the medicine and the
article form a single integral product that is intended exclusively for use in the given combination
and that is not reusable (may be multi-dose);

Requirement Legislative reference Description
Classification Rule 5.5, Part5, Schedule 2 of | Medical device is Class III unless it:
the Regulations

e only contains materials of animal origin ' hav
been rendered non-viable

AND

e isintended by the manufactur . nly come into
contact with intact skin

TGA Conformity | Section 41EA of the A TGA Conformity Assess.  ~t/ .. tificate must be
Assessment Therapeutic Goods Act 1989 issued before a valid~ lica. .1can be made to
Certificate Regulation 4.1, Part 4 of the include the medica' ev.ic ‘ n the Australian Register
. of Therapeutic Food 1G)

Regulations
Essential Essential Principle 8.2, Describ =q. _.nents for risk-management, control
Principles Schedule 1 of the meas es. iding sourcing, selecting, harvesting,

Therapeutic Goods (Medical proce. ind validation methods for

Devices) Regulations 2002 elimination/inactivation of viral or TSE agents.

(the Regulations)

L

Examples include:

e atubeof cream with a spec” ‘call, esis ad applicator to attach to the tube to deliver the required amount of
cream

e eyeor nasal medication® 1 dropper that is specifically designed to attach or be attached to the medicine
container to deliver #' = me.  red eye or nasal drops

e asyringe pre -fillec -ith medicine
Therapeutic Goo.= 1 rs can be found on the TGA Internet site.

For further’ itr tion, please see Guidance Document 35: Device-Medicine Boundary Products on the TGA
Inter.. ot -ite.

C.  ~os. vacks

pt  =packs only contain medicines and their containers. They are entered on to the ARTG as medicines or

ther therapeutic goods (OTGs). Composite packs are used for a single treatment or for a single course of
tre. .ment. The components must either be combined before administration or be administered in a particular
sequence. Examples include:

e vials of medicines administered in a sequence
e apowdered medicine for injection supplied with a diluting agent housed in a vial

e day and night cold and flu medicine

Australian Regulatory Guidelines for Medical Devices, Section 16. Systems and procedure packs Page 242 of 337
V1.1 May 2011



Composite packs cannot contain any medical devices as, by definition, a collection of goods that includes at least
one medical device is defined to be a system or procedure pack.

The definition of composite packs is in Section 7B(2) of the Act.
Therapeutic Kits

Therapeutic kits comprise a collection of medicines, other therapeutic goods (OTGs), and non-therapeutic goods,
for example, a multi-vitamin pack supplied with fish oil capsules and iron tablets.

Kits are listed on the ARTG as medicines or as OTGs. Kits cannot contain any medical devices as, by definitio =
collection of goods that includes at least one medical device is defined to be a system or procedure pack.

The legislative requirements for therapeutic kits are set out in the:

e Therapeutic Goods Act 1989 (the Act) — Chapter 1, Section 7B(1)
e Therapeutic Goods Regulations 1990 — Regulation 10 (Schedule 4, Part 1, Items 11-12)

The term ‘kit’ in the legislation has a specific meaning. Although some products use the wo’ "in uieir name,
they may not meet the definition of kit according to the Act. For example, first-aid-kits > -th. cfinition of
procedure pack under the legislation but do not meet the definition of ‘therapeutic ki’

Custom-made medical devices

Some systems and procedure packs fit the definition of ‘custom-made medical. ic ,. Custom-made medical
devices are exempt from inclusion in the ARTG.

A system or procedure pack that contains one or more custom-mademe 3l _vices and no other kinds of
therapeutic goods is also a custom-made medical device, and therr s eacmpt from inclusion on the ARTG.
However, a system or procedure pack that contains one or » ore  stor made medical devices, as well as
medicines, OTGs, or non-custom-made medical devices,isnc.  <u.  .-made medical device and must be
included on the ARTG.

For more information, please see Section 18. Custrm-made .  _.cal devices.

Classification of systems o ! procedure packs

When classifying a system or procedu pacl tue manufacturer should note that:

e The medical device comporn.er wi ~ _ highest classification determines the overall classification for the
system or procedure pack, »r  mple, a procedure pack containing a Class III device will also be classified
as Class 111

e The highest classifi ... rwicis applied when two or more classification rules could be applied

e Asystem or .ea. _dackintended to be used in combination with another medical device is classified
separately tc .. o“her medical device
e Aprvac s ; to a system or procedure pack are classified separately

e The mp..ent manufacturer's intended purpose and classification applies. By changing the component
nui. .drer's intended purpose or classification, the system or procedure pack manufacturer assumes
.e¢  nsibility for the revised intended purpose for the component device

¢  "he software used to drive or control a system has the same classification as the system

e C(lass I systems or procedure packs that are supplied sterile are included on the ARTG as ‘Class I (supplied
sterile)’

e C(lass I systems or procedure packs that are not supplied sterile but that contain a component that is
supplied sterile are included on the ARTG as ‘Class I’ (non-sterile)

e Class I systems or procedure packs that contain a device with a measuring function are included on the
ARTG as ‘Class I (with a measuring function)’
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e Systems and procedure packs are classified without considering any component medicines or other
therapeutic goods (OTGs)

For more information on determining the appropriate classification of a medical device please see Section 4.
Classification of medical devices.

Conformity assessment procedure options

Manufacturers of medical devices demonstrate that their devices conform to the Essential Principles by appl~ing
conformity assessment procedures.

Manufacturers of systems or procedure packs have two options:

e obtaining conformity assessment evidence for the entire system or procedure pack as a single kin.
medical device, or

e using the special conformity assessment procedures for systems and procedure packs outlit - .ause 7.5
of Schedule 3 of the Regulations

Some manufacturers assemble procedure packs or systems from devices and other th~ .. ic goods that are
manufactured by other (component) manufacturers. These system or procedure paci. nu.dcturers either
need to:

e apply for and obtain conformity assessment evidence for the entire systemi  » )cedure pack from the TGA
or from an EU Notified Body. For more information please see Sectio- __Coniu. mity assessment overview

or

o keep adequate documentary evidence of conformity foreach rthe omponent devices and prepare an
Australian Declaration of Conformity in accordance wit. 'au. = . The documentary evidence
requirements are outlined later in this documentinth ... <tion Documentary evidence for manufacturers

using the special procedure.

Conformity assessment procedure option.

’7 [anu cturer assembles a system
sr procedure pack from
component devices

Option 1—CA procedures | Option 2—Schedule 3, Clause
(Schedule 3, Part 1, 3 7.5 special procedure
! v
— L4 If the manufacturer is eligible to
‘ Ma. _act rer holds TGA, EC or use this procedure, they must
M. ce. .ricates for the system or hold documentary evidence of
pr. .dure pack as a whole and conformity for each component
hnical documentation for each device.
| component device |

AND, for sterile systems or
procedure packs

v

Manufacturer must hold
appropriate QMS certification for
the sterilisation processes (under

Schedule 3, Part 1 or Part 4)
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Clause 7.5 special conformity assessment procedure

The special conformity assessment procedure allows manufacturers to assemble systems or procedure packs
without being considered to be the manufacturer of each of the component devices (the component
manufacturer); however, system or procedure pack manufacturers must keep adequate documentary evidence
for each of the component devices.

For example, if a manufacturer assembles a surgical procedure pack that incorporates gauze, needles, sutures,
scalpels, forceps, and some clamps, each supplied by different component manufacturers, they may use the
Clause 7.5 special conformity assessment procedure if they can obtain documentary evidence for each
component device within the pack from each of the component manufacturers.

An application to include a system or procedure pack in the ARTG that uses the Clause 7.5 special confc ~ ty

assessment procedure is based on a Declaration of Conformity and does not require a conformity: . sm .t
certificate to be held by the manufacturer of the system or procedure pack, unless the system or - _e ire pack
is supplied sterile. In this case, the system or procedure pack manufacturer must obtain cer’” "~a..  or the

sterilisation processes.

Eligibility for the special conformity assessment procedure

The Clause 7.5 special conformity assessment procedures can be used for systems
manufacturer can meet the requirements of Regulation 3.10, Subsection (3) ‘I

1p. cedure packs if the

‘ica .vices used for a special

purpose’; systems and procedure packs:

Item

Medical device

Requirement

“ciurer must have documentary evidence
ate that each of the medical device

The system or procedure pack r-
(outlined in the next table) to« mo1

components have:
e metthe Essentialt  -iples

e hadtherelev .«  formity assessment procedures applied to them

goods (OTGs)

Medicine Medicines . e cysiems or procedure pack must be listed or registered on the ARTG,
unls . the -=di .aeisexempt
Other therapeutic Q" sinvw  system or procedure pack must be listed or registered on the ARTG,

un. the OTG is exempt

All component =vice
medicines, and.

T /. components must be mutually compatible with the intended purpose of the
system or procedure pack and:

e theintended purpose of each device

e the approved indications for medicines and OTGs

OTGs.
T . cionof
anfor.nity

The system or procedure pack manufacturer must make an Australian Declaration of
Conformity for the system or procedure pack in accordance with Schedule 3, Clause
7.5

If the criteria for the special conformity assessment procedures cannot be met, the system or procedure pack
manufacturer must apply the general conformity assessment procedures. For more information, please see
Section 5. Conformity assessment overview.
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Documentary evidence for manufacturers using the special procedure

Item Requirement

For each component device | the system or procedure pack manufacturer must hold at least one of the
following:

e an Australian Declaration of Conformity from the component manufacturer
e a TGA Conformity Assessment Certificate from the component manufac p

e aCE certificate from the component manufacturer AND agreement v the
component manufacturer to supply technical documentation to th* G
request

e an ARTG inclusion certificate from the component sponsor V" a- eement

with the component sponsor to supply technical docur ~ta. o the TGA
on request
For each component The system or procedure pack manufacturer mustho.  copy of the ARTG
medicine listing/registration certificate for that component,  'ess che medicine is
exempt.
For each component OTG The system or procedure pack manufac ver ' 1isthold a copy of the ARTG

listing /registration certificate for t= “~o.  .ient, unless the OTG is exempt.

For each component The system or procedure p.  m. ~ _curer must hold evidence to demonstrate
including any non- that the goods work toget” .. chieve the intended purpose and are
therapeutic goods compatible with the othei of .n the system or pack

For sterile systems or The system or pro.  “re pack manufacturer must hold appropriate conformity
procedure packs assessmentev  2ce  the sterilisation processes for the system or procedure

packasaw’ le . ~doesnotapply to systems or procedure packs that are non-
sterile brtinc 7 sterile component devices

For every component for | ther. = _turer must have access to technical documentation, including:
the lifetime of the device . . . .
> » component manufacturer's Australian Declaration of Conformity
and at least 5 years after
manufacture of the last certification and technical documentation.
device
The system or procedure pack manufacturer must either hold or be able to
arrange for these to be provided to the TGA on request.
Foreachs o2~  kind of The system or procedure pack manufacturer must provide a list of the contents.
syste.nor _ure dre pack
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Choosing to use the special procedure

The following examples describe when a system or procedure pack manufacturer may choose to use one of the
usual conformity assessment procedure routes or to use the special procedure for systems and procedure packs:

Example: packs where evidence is not held for any of the component devices

Australian manufacturer Gumtree Medical Manufacturing Pty Ltd assembles Class Ila first-aid-kits from
components it manufactures itself. The first-aid-kit includes some sterile device components but the first-aid-kit
itself (as a whole) is not supplied sterile. The manufacturer does not hold the required documentary evidence
for any of the component devices and consequently is not eligible for the Clause 7.5 special conformity
assessment procedure for systems and procedure packs.

The manufacturer must apply for a TGA Conformity Assessment Certificate to cover:

e each of the component devices inside the first-aid-kit and thereby become eligible for the Clav- 75  cial
conformity assessment procedure. The manufacturer would need to submit a change applic .ic" a3y time
they wanted to introduce a new component not included within the scope of the certificate. -~ .tificate
could also be used to support inclusions in the ARTG for the separate supply of the ind | components of
the first-aid-kit.

and/or

e the first-aid-kit as a whole. The manufacturer would need to submit a cha- ~ea, ‘cation any time they
wanted to introduce a new first-aid-kit not included within the scope of the  * icate. The certificate could
not be used to support inclusions in the ARTG for the separate supp) .. the inuividual components of the
first-aid-kit.

Example: packs where evidence is held for some of the comp' .e.. 'evices

Manufacturer Dryandra Medical Manufacturing Pty Ltd asse. ‘es.  _.cerilises surgical tubing procedure packs
and wants to apply the Clause 7.5 special procedure for sy :n.  ~d procedure packs.

Some of the component devices purchased by Drvandra Me.  _are supplied to it sterile while others are
supplied non-sterile. Some of the component dev = are purchased from overseas suppliers and some from
suppliers in Australia.

Dryandra Medical looks at the eligibility req” ce ..  *s for meeting the special procedure and finds that it is
eligible to apply it to all of its component devic - :cept for the tubing and gauze, as the component
manufacturers of these devices do not” ..d the appropriate documentary evidence. Dryandra Medical therefore
chooses to take on the role of th* {cor one ) manufacturer just for those components, and assembles
appropriate technical files accorc  ly.

Dryandra Medical then appli’ ora . «A Conformity Assessment Certificate for:

e terminal sterilisatic "Iry, -al tubing procedure packs; and
e thecompons tlex -~ qereitisassuming the role of component manufacturer.

Once the TGA Confc * s Assessment Certificate is issued, Dryandra Medical applies the Clause 7.5 special
procedure f . s -ms and procedure packs for the entire procedure pack.

The spe” orth- submits the Australian Declaration of Conformity that Dryandra Medical has completed in
ac danc vith Clause 7.5 as the Manufacturer’s Evidence.
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Additional requirements of the special procedure

Item Requirement

Labelling and
Instructions for
Use

Clause 7.5 requires that in addition to the requirements of Essential Principle 13, Part 2,
Schedule 1 of the Regulations, the Instructions for Use must be included for each component
item in a system or procedure pack whenever it is provided by the component
manufacturer.

The Aust L or Aust R number for all component medicines included in the system or
procedure pack must be included on the labelling of the system or procedure pack.

For more information please see Section 12. Information about a medical device.

Please Note: As per Essential Principle 13.3(3), manufacturers must provide a I “th.
contents of the system or procedure pack with the product.

Declarations of
Conformity to
Clause 7.5

System and procedure pack manufacturers using the special proced= :s.  'd ensure that
the Declaration of Conformity is prepared in accordance with Clax' ¢ of schedule 3 of the
Regulations. Declarations of conformity made to the European sp 'l p.ocedure for
systems and procedure packs (Article 12.2) are not acceptab.

Manufacturers must identify each item in the package, reg
medical devices, medicines, OTGs, or non- therapeut’ _oods.

1= s of whether they are

~i» _ccordance with Clause 7.5,
+ tuie ARTG numbers for all medicines
1ent to list ARTG inclusion numbers or

When making an Australian Declaration of Conforn
system and procedure pack manufacturers

and OTGs in the pack; however, there  no1r ‘uir
GMDN codes for the medical device cor..  ne.

Each medical device componentina’ -ter .cprocedure pack mustbe used for the
intended purpose indicated v the con., .ent manufacturer. For example, a blood-
collection container cannot . sed as a container for a povidone iodine solution. A person
who wants to change the inten.  nurpose of a medical device becomes the manufacturer
of that medical devicea ., tapply appropriate conformity assessment procedures
accordingly.

Manufacturer’s
evidence

Post v >rkee
vire. ats

Manufactv r's¢ den
manufactur: " Ad

for manufacturers using the special procedure consists of the
.dan Declaration of Conformity to Clause 7.5.

Forsyst sor ucedure packs thatare supplied sterile the system or procedure pack
mannfact  ~must hold appropriate QMS certification for the sterilisation processes, for
e¥ uap atart4 or MDD Annex V certificate for ‘the sterilisation of surgical tubing

p. ed' e packs’. Manufacturer's Evidence in this case consists of an Australian
Dec....ation of Conformity to Clause 7.5 as well as the Part 4 certificate for the sterilisation
_esses.

Clause 7.5(3) of the special procedure for systems and procedure packs requires the
manufacturer to establish a post-market surveillance system to:

e systematically review experiences gained after the device is supplied in Australia
e implement any necessary corrective action in relation to the production of the device
o notify the TGA of adverse events and near miss events

o notify the TGA as soon as practicable about information relating to malfunction or
deterioration of its device

e notify the TGA as soon as practicable about any inadequacy in the production, labelling,
instructions for use, or advertising materials of its device
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Item Requirement

e notify the TGA as soon as practicable about any use the device that might lead to, or
might have led to, the death or serious deterioration of the health of a patient or user of
the device

e notify the TGA as soon as practicable about any information relating to technical or
medical reasons that have led the manufacturer to recover the device for any of the
reasons outlined above.

For more information about these requirements, please see Section 22. Post-market
vigilance and monitoring requirements.
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Specific types of systems and procedure packs

Case Description

Subsets of systems or
procedure packs

If a system or procedure pack contains a large number of items, sponsors can supply
systems or procedure packs that contain a subset of these items without additional
ARTG inclusions, provided that the subsets of the system or procedure pack are of the
same kind of medical device, that is, the same sponsor, manufacturer, GMDN, anc
Class.

Sterile systems or
procedure packs

If a system or procedure pack is to be supplied sterile, the manufacturerm”  ob. .
Conformity Assessment Certification from the TGA or CE Certification fr-ma. I
Notified Body.

For further information, please see Section 6. What a manufactv- "ne .o know

about conformity assessment.

The sterilisation process must be appropriate for all med* es, 'Gsand medical
devices in the system or procedure pack. This has par* -ula  “onificance where a
sterile system or procedure pack contains a pre-sterilisc  oniponent.

Class Il and AIMD
systems or procedure
packs

If a system or procedure pack is classified as © ass I’ or Class AIMD, each model of
the system or procedure pack needs to bein der nthe ARTG at the Unique
Product Identifier level.

In accordance with Regulation” *of{ Re .lations, Class I1I/AIMD systems and
procedure packs will be selected 1 nu..adatory pre-market application audit unless
a TGA Conformity Assessment e or MRA Certificate has been issued for the
entire system or procedure pac. . TGA Conformity Assessment Certificate has
only been issued for. ilisation activities then a mandatory application audit will be
conducted.

rtL

For more inform: .0 hase see:

.tion audits of medical device applications

e Section " Ap.

) octic 10. cluding medical devices in the ARTG

Single-use system or
procedure pack

A gle-u ¢ system or procedure pack should not be reprocessed for reuse.

“a1. aufacturer of a system or procedure pack has provided instructions for
1 rocessing of unused components then unused components can be reprocessed
-cording to those instructions.

For further information, please see Section 19. Single-use devices (SUDs)

Reusa! ~syst~ or
+ edu  nack

A reusable system or procedure pack can be reprocessed for reuse if the
manufacturer has declared that it can be reused. Any reprocessing should be done in
accordance with the manufacturer’s instructions.

Medical devices
containing materials of
animal, microbial, or
recombinant origin
and medical devices
incorporating a
medicinal substance

A TGA Conformity Assessment Certificate is required for medical devices that
incorporate a medicinal substance or that contain materials of animal, microbial, or
recombinant origin. For systems and procedure packs that include such Class III
components, the manufacturer may either obtain the TGA Conformity Assessment
Certificate for:
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Case Description

e the system or procedure pack as a whole

OR

e therelevant Class IIl component only—and then apply the special procedure for
the system or procedure pack as a whole. The manufacturer’s Clause 7.5
declaration of conformity would then be lodged as manufacturer’s Evidence 7 »
order to include the system or procedure pack on the ARTG.

For more information, please see:

e Section 15. Medical devices containing materials of animal, microbial o1
recombinant origin

e Section 14. Medical devices incorporating a medicine

Component Systems and procedure packs are classified without consi” 11, 1y medicine or OTG
medicine(s) and components. However, component medicines or OTGs *ha. = incorporated into a
systems or procedure system or a procedure pack must meet the regulatory 1  ‘ire aents for the medicine
packs that incorporate | or OTG. The system or procedure pack containing  ed . .ie must also satisfy the
other therapeutic labelling requirements for the medicine.

oods (OTGs R . .
& ( ) Where a sterilisation process is used to steri =a <« stem or procedure pack, the

method must be appropriate for all me””  =s, _us, and medical devices in the
system or procedure pack. The ~ddit’ 1al: rilisation process must be in accordance
with the initial approval for Reg. ati.  * _ae medicine on the ARTG, that is, an
assessment must have been m7 _ . ‘etermine if the sterilisation process will affect
the quality, safety, or efficacy ¢ e 1_dicine.

For further informat.  vlease see Section 14. Medical devices incorporating a
medicine.
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Changes to contents

If the contents in a system or procedure pack change, the system or procedure pack manufacturer needs to

° reassess:

- theclassification

- the GMDN

- the UPI (applicable to Class Il and AIMD only)

- whether the change is covered by the scope of the existing conformity assessment evidence

- eligibility for the Clause 7.5 special conformity assessment procedures (if applicable), and then

e apply appropriate conformity assessment procedures
e update documentation, including the Australian Declaration of Conformity

If the changes result in a new GMDN and/or classification then a new application to include thes  =» or
procedure pack in the ARTG will be required.

For further information on changes and variations, please see Section 21. Changesto #' 1+«  <lusions.

Accessories

If an accessory to a system or procedure pack is a medical device as define” na.  ction 41BD of the Act, and it
is supplied separately from the system or procedure pack, it willneed a’ pars : ARTG inclusion from that of the
system or procedure pack.

If the accessory has a different GMDN or Classification to the syst' 101 -ocedure pack, or in the case of Class
I1I/AIMD a different UPI, it is considered to be a different k.  of . " .1device (under Section 41BE of the Act)
to the system or procedure pack and hence requires a sep> ~  <lusion in the ARTG.
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Section 17. Medical devices for
export

Overview

Sponsors wanting to export medical devices from Australia must meet certain regulatory requirements < :t«  ‘n
the Therapeutic Goods Act 1989 (the Act) and the Therapeutic Goods (Medical Devices) Regulations 200z.

Before a sponsor can export a medical device from Australia, the device must:

e Dbeincluded in the ARTG for supply in Australia, or
e beincluded in the ARTG as an export only medical device, or
e beexemptunder Item 1.2, Part 1, Schedule 4 of the Therapeutic Goods (Medic- Dev -1 Regulations 2002

When exporting medical devices from Australia, the sponsor will need to com; il . .ae regulatory
requirements of the importing country and should contact the relevant Er-" ssy, _h Commission or Consulate
for advice on their importation requirements. These regulatory require 2nts »uld include conformity
assessment procedures for the importing country. If additional certifica. " required by the importing
country, medical device sponsors can apply to the TGA for an Exp: .. ‘ificate or a Certificate of Free Sale.

Included medical devices for supy. /.. .australia

Sponsors of medical devices that are included in the ARTG . pply in Australia are also able to export these
devices from Australia under the existing ARTG. “ision number. With the exception of class IIl and Active
implantable medical devices (AIMDs), an inclusion. e ARTG is for a kind of medical device that can cover a
range of individual models of that kind. This r > th. aninclusion in the ARTG only records the kind of device
and no the individual device models.

If the importing country requires an Ex .t Ce. _.icate or Certificate of Free Sale with an attached schedule of
devices covered by the ARTG in-'usic the) will be insufficient information on the ARTG inclusion for the TGA
to certify the individual models o ~vi. overed by the Inclusion.

In this situation the sponsor.. * ysu. .itanapplication for an export only inclusion and provide a list, on page
2a of the application, of all the  -ices of that kind to be exported under the ARTG inclusion.

Included me( 'cc devices for export only

Export only medica. ces are either manufactured in Australia for export only or are imported into Australia
for export o .y = ' cannot be supplied to the Australian market.
Exnorcs lyme ' _al devices are still subject to:
. rcla  fication rules
the _ssential Principles for safety and performance

e che Conformity Assessment Procedures; and

e inclusion in the Australian Register of Therapeutic Goods (ARTG), unless the exemption under Item 1.2, Part
1, Schedule 4 of the Therapeutic Goods (Medical Devices) Regulations 2002 applies
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From the Therapeutic Goods (Medical Devices) Regulations 2002 —
Schedule 2...

Classification Rules Part 5 Special rule for particular types of medical devices

5.8 Medical devices intended for export only

Despite any other classification in this Schedule, a medical device that is
intended by the manufacturer to be for export only is classified as Class I.

Medical devices that are intended by the manufacturer to only be exported from Australia are cl- su das class|
for entry in the ARTG. However, the products themselves would need to meet the classification cr formity
assessment requirements of the importing country. For example, a cardiac catheter may be <ilicu as a Class
I11 in the importing country but would be included in the ARTG as a Class I “export only”  -ice.

The minimum mandatory Conformity Assessment Procedure to be undertaken by the  ~nu. cturer for export
only medical devices is described in Part 6, Declaration of Conformity, (not requii  "as. sment by the TGA)
procedures in Schedule 3, the Therapeutic Goods (Medical Devices) Regulations 90z. s recommended that
sponsors check with the relevant Embassy, High Commission or Consulate for a. regarding the Conformity
Assessment Procedures required by the importing country.

An application for an export only inclusion differs from an inclusion for s * in Australia in that the export
only application:
e enables sponsors to provide a list the names of the expc~ Tev .n Page 2a of the application form and

consequently for an approved application, the export - . ill form part of the ARTG inclusion and

e isnotsubject to post-market review

Export-only devices exempt i “m inclusion in the ARTG

From the Theraper: _ G¢on.._ Act 1989...

Schedule 4 Exer *a. ., Part 1 General exemptions

tem _ Medical device that is exported from Australia and:
a. isnotintended for commercial supply; and
b. does not contain a substance, the export of which is prohibited
under the Customs Act 1901; and
c. isnotintended for experimental purposes on humans

Medical ‘evicer” .at are exported from Australia for non-commercial supply and that do not contain a substance
tl.  =p1 hited under the Customs Act 1901, are exempt from inclusion in the ARTG.

'f ¢ T“cate of Free Sale is required, the sponsor submits to the TGA a statement of exemption that contains a
-ailea explanation of the circumstances or purposes of the export and the products to be exported including
tr.  <port destinations.
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Process for including export only devices on the ARTG

The following flowchart summarises the process for including an export-only medical device on the ARTG via the
TGA eBusiness Services (eBS):

Sponsor lodges application
to include device on ARTG
via TGA eBS

N\

Is the
application
satisfactory?

Applicationi=
appror - 4

Medical device included on
ARTG and TGA notifies
sponsor

Sponsor prints ve ifi ute of % Certificate of
Inclu= ~ fron. _8S " Inclusion

/ sponsor can now apply for
a certificate of free sale

F< nor. ‘formation on how to include a medical device in the ARTG, please see Section 10. Including medical
dev inu ¢ ARTG.

ce the medical device is included in the ARTG, or the exemption under Schedule 4 applies, the sponsor may
a, ~fora Certificate of Free Sale, if it is required by the importing country.
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Export Certificates

An Export Certificate is issued by the TGA for medical devices that are included in the ARTG for supply in
Australia and the manufacturer has been issued with a TGA Conformity Assessment Certification.

An Export Certificate remains valid as long as the devices covered by the certificate remain unchanged and
current on the ARTG.

Certificates of Free Sale

A Certificate of Free Sale is issued by the TGA for included medical devices or medical devices exempt und - itei.
1.2, Part 1, Schedule 4 of the Therapeutic Goods (Medical Devices) Regulations 2002 in situations where 1 : .,
has not issued or reviewed the manufacturer’s Conformity Assessment Certification.

A Certificate of Free Sale also remains valid as long as the devices covered by the certificate rem: a1 .ckanged
and current on the ARTG or the exemption under Schedule 4 remains unchanged.

Application for an Export Certificate or a Certifice® ¢ “ree
Sale

From the Therapeutic Goods Act 1989...

Chapter 7 Miscellaneous Section 58

58 Export certifications
1. The Secretary may issue o1 .Ication for goods for
therapeutic use in hum- .,  'uding certifications for the purposes

of the World Health Or, ~is: .un Certification Scheme on the
Quality of Pha maceutica. -oducts Moving in International

Commerce.
2. AState or Tew-ito. ust not issue export certifications for goods
for therar ar  -ein humans.

3. Suchfeeas ' p escribed is payable in respect of:
- anay, ..cation for a certification under this section; and
w re an inspection of manufacturing premises is necessary
. the purposes of the issue of a certification under this
section—the inspection of those premises.

The application form f a Cc ificate of Free Sale or an Export Certificate is available on the TGA website at
<http://www.tg va. e TGA aims to process applications for a Certificate of Free Sale or an Export
Certificate within. T "A work days.

Sponsars sl 1! sure that the information provided in their application for a Certificate of Free Sale or Export
Certil.c? 21> co»” stent with their eBS and ARTG records. Any inconsistencies in information currently in the
A" “or “cuentdetails should be rectified before making an application.

Se . Horting countries also require a schedule of information to be attached to the certificate. The

armadon provided in the schedule must also be consistent with the ARTG record. A single certificate may be
is.  dto cover multiple inclusions on the ARTG provided these entries have the same sponsor and the same
manufacturer.

A fee is payable for applications for a Certificate of Free Sale or Export Certificate. Details of the fees currently
applicable are available on the TGA website at <http://www.tga.gov.au>. For more information on fees and
charges, please see Section 2. Fees and charges for medical devices.

The Certificate of Free Sale or Export Certificate issued by the TGA may also need to be endorsed by the
Department of Foreign Affairs and Trade, and authorised by the Embassy, High Commission, or Consulate of the
importing country. This is the responsibility of the applicant, not the Therapeutic Goods Administration.
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Section 18. Custom-made
medical devices

This section to be drafted.
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Section 19. Single-use devices
(SUDs) and the reuse of SUDs

Overview
If a device is for: The manufacturer’s intention is that the device:
single use can only be used once and should then be disposed of
single patient use can be used multiple times on one patient. Single patient use devicesa ~+"_to be
reprocessed and reused on the same patient in accordance with _ -~nutacturer's
instructions

It is the responsibility of the manufacturer to determine whether a device she: 'on 2 for single use or single
patient use. If the device is only intended to be for single use this must be cl~~rly 2d on the device, the label or
the Instructions for Use in accordance with Essential Principle 13.4, Sche  .e 1 f the Therapeutic Goods (Medical
Devices) Regulations 2002.

If a SUD (for example, an orthopaedic plate or screw) is trialled d© ng e surgical/medical procedure and
comes in contact with blood, tissue or bodily fluids during sui 2l aedial procedure it is regarded as used.

The TGA will include the device in the ARTG based on the © .n. “turer’s intended purpose. Therefore, the TGA
does not conduct any pre-market assessments to determii. - levice can be reused if the manufacturer states
that the device is for single use or single patient: -

There may be several reasons why a medical device  “r single use or single patient use, including that the:

e materials used in the manufacture of th e .  may not withstand repeated reprocessing
e design of the device may not facilit* ade., .ce cleaning and sterilisation

e device may not perform as .it>na - .ae manufacturer if it is reused

The reuse of SUDs may le~- to.

e Potential risks of ¢ ssi zction/contamination associated with using inadequately cleaned and sterilised
devices

e Failureo® iede. :toperform asintended
e M .ctetic. .cor dation
. ‘aco.  tibility issues

Enc coxic reactions caused by the residues from reprocessing
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SUDs that are opened but unused
The regulation of the remanufacture of SUDs does not include those SUDs that are opened but unused.

‘Opened but unused’ is the term used to refer to a SUD whose packaging has been opened but the device was not
used and did not come in contact with blood, tissue or bodily fluids.

The TGA regards opened but unused as having the same meaning as packaging that is damaged. In the case of a
sterile device the original manufacturer is required under Essential Principle 13.4, Item 12 to provide advice on
what to do when the packaging is damaged.

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

Part 2...
13.4 Instructions for use
12 For a device that is intended by the manufacturer to be suppliedina. e
state:
a. anindication that the device is sterile; and
b. information about what to do if sterile pa  gin, -
damaged; and
c. ifappropriate, instructions for rest vilis  ~u of the device
Users of sterile medical devices are expected to follow these instructi~ns . package is opened but the device
is not used.
The Instructions for Use may be considered by the TGA if the  »lic .. under goes a pre-market assessment

before the device is included on the Australian Register of  iex  ~utic Goods (ARTG).

The TGA will assess the Instructions for Use again<t the Meu.  Jevice Standards Order (Standards for Medical
Devices Required to be Sterile) 2008 that maps k. ntial Principle 13.4 Item 12 to the international standard ISO
17664: 2004 Sterilization of medical devices—Inforn.  ~n to be provided by the manufacturer for the processing of
resterilisable medical devices.
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Reusing SUDs

When a SUD is reused, the TGA considers that the device has been remanufactured as the:

e intended purpose and design specifications for the device are altered from single use to reusable

e device may undergo manufacturing processes, such as sterilisation

e device may need to have components replaced so that it can be reused

e original manufacturer can no longer be considered responsible for the safety and performance of the de-

The person responsible for undertaking these remanufacturing activities is considered to be a manufact’ .
under section 41BG(2) of the Therapeutic Goods Act 1989 and must comply with the therapeutic goods  isla. un
relating to the manufacture of medical devices.

From the Therapeutic Goods Act 1989...

41BG Manufacturers of medical devices

1. The manufacturer of a medical device is the per:  wi. 3
responsible for the design, production, pack? ‘ng. 'labelling of the
device before it is supplied under the person'. = : whether or not
itis the person, or another person actir ..ithe person’s behalf, who
carries out those operations.

2. If subsection (1) does notapply t=  -e. . device, the
manufacturer of the device is tt per. 1who, with a view to
supplying the device undc  “e, -~ sname, does one or more of
the following using readv =~ nroducts:

assembles the dev  ~:

packages *he device,

processe. = device;

fully refurbi. < the device;

label 4. evice;

assi_uc .0 .. device its purpose by means of information

opli oy the person, on or in any one or more of the

foll- sing:

the labelling on the device;

ii. the instructions for using the device;

iii. any advertising material relating to the device;

iv. technical documentation describing the mechanism of
action of the device.

me a0 o

Once a medi ... /~vice nas been re-processed, the original manufacturer no longer has any regulatory
respe .ibil  .ac rthe therapeutic goods legislation for the reprocessed device. This includes:

e naii  ning distribution records
» .s. gsafety or hazard alerts
¢ <call actions

People, including health professionals and health-care facilities, who want to reprocess SUDs may:

e become a manufacturer

e need to find a manufacturer to undertake the remanufacture of the SUDs
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Reuse of SUDs for personal use

The TGA does not regulate the practice where people clean and reuse products such as single use enteral feeding
tubes, urinary catheters, etc as long as it is for their own use.

Health professionals who give advice on reusing SUDs

Healthcare professionals often advise their patients about the reuse of the SUDs. They are not undertaking any
work but are providing advice on how the device may be cleaned for reuse. The healthcare professional may be
professionally liable if the information provided contradicts the information provided in the manufacturer’s
Instructions for Use.
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Regulatory requirements for remanufacturing SUDs

The Australian regulatory framework for medical devices is designed to ensure that the reprocessing of devices
that were not originally intended for reprocessing does not compromise the safety and effectiveness of the
device. Under these regulatory controls, the reprocessing facility is regulated as a manufacturer and is required
to demonstrate that the reprocessed device is equivalent to the original and will continue to perform without
additional risk to the patient.

People wanting to remanufacture SUDs in Australia must be familiar with the Australian legislative
requirements. The steps required to obtain approval to remanufacture SUDs are as follows:

Relevant section of the ARGMD to refs
more information

Action

Determine the classification of the SUDs to be remanufactured | Section 4. Classification of me . ¢ vices

Select appropriate conformity assessment procedures Section 5. Conformits 2ss, .nt overview

Section 6. Whatan. fac.darer needs to know
about conform, ssc .ment

Please note: most require a manufacturer to develop and
implement a quality management system

Ensure compliance with the Essential Principles and that the Sectic 3.T :Essential Principles
necessary evidence to demonstrate this compliance is held,
including:

e arisk-analysis identifying all possible risks and the |
associated risk mitigation strategies

e technical documentation about the device

e appropriate clinical evidence

For all devices except for Class [ non-steviler -~ aeasuring, Section 6. What a manufacturer needs to know
apply for a TGA Conformity Assessm .t Cerificate about conformity assessment

Decide who is to be the spons~~  person legally Section 7. What a sponsor needs to know
responsible for the supply 7 e de. cein Australia) for the about conformity assessment

remanufactured SUDs.

Section 10. Including medical devices in the
The sponsorth.  eeas .v apply to the TGA to include the ARTG
remanufacturad a. 5 in the ARTG

Estauli hauu ™ intain compliance with the post-market Section 22. Post-market vigilance and

iire.  ats, including: monitoring requirements
4 king the number of times the device is

rermanufactured and reused

e  tracing the device to the batch/serial number of the
original device

e recording who they supply the device to in case of recall
or other regulatory action

e reporting adverse events associated with the use of the
device to the TGA
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The manufacturer must ensure that the technical documentation addresses the following issues that are relevant
to the remanufacturing process, that:

e the materials used to make the original device and the biocompatibility of those materials is not affected

o the cleaning and disinfection processes are validated as effective, including appropriate viral inactivation
studies

e prion/TSE hazards are suitably mitigated and controlled

o the sterilisation processes have been validated to demonstrate the achievement of a sterility assuran~ 'eve.
of atleast 10-¢

e endotoxins do not exceed the allowable limit for medical devices

o the device will continue to perform as originally intended without additional risk to the pati  or nd user
Costs of remanufacturing SUDs

Before making a decision to reprocess SUDs, it is recommended that an analysis b ‘na. -ken of the costs
involved in opting for a single use policy compared to reusing devices. These ¢~ ~ts1. -include, but not be
limited to:

e reprocessing the devices—staff, equipment, materials
e developing and maintaining a quality management system
e demonstrating compliance with the Australian Essenti. ‘vin '-

This analysis should also take into account the fees payab’ ot. TGA for:

e ifapplicable, an application for a TGA Confor ity Assess.._cnt Certificate and the associated assessments of
the documentation provided

e applications to include the remanufactur .  -ice. in the ARTG
e ongoing annual charges for each kind of d *< - that is in the ARTG

Please refer Section 2. Fees and harg for edical devices for more information on fees and charges payable to
the TGA.

Case studies

Single-use implant; or. ein orthopaedic procedures

Itis common pra e fo1 wuanufacturers to supply orthopaedic implants for restocking implant sets prior to
sterilisation for use chopaedic procedures. Examples of these implants are screws, hooks, rods, plates,
cages, discs w2~ s, nuts and associated spinal and trauma implants.

Thoma  factr . provides instructions on how to process and sterilise these implants prior to use and although
thh.  rec intended to be used once, those unused implants have been designed and manufactured to undergo
re- ‘sation in accordance with the manufacturer's instructions.

~e the sterilised set of implants is opened in the operating suite, the unused implants within the set are
re, .ded as ‘opened but unused single-use medical devices’. The subsequent re-sterilisation of the unused
implants must be undertaken in accordance with the manufacturer's instructions. The intended use for the
device has not been changed, there is no reuse occurring and the reprocessing and re-sterilisation is in
accordance with the manufacturer's original instructions.

However, if one of these single use devices is used or comes into contact with blood, tissue, or bodily fluids, the
device is taken to be used and cannot be remanufactured for reuse on another person unless the
remanufacturing is undertaken in a TGA-certified manufacturing facility. The remanufacturer must have
demonstrated to the TGA through scientific and clinical evidence that the remanufactured device performs as
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intended and meets the Essential Principles. To be able to clean and sterilise the device and reuse it in another
patient the TGA must have issued a:

e TGA Conformity Assessment Certificate to the new manufacturer who is responsible for the sterilisation
e certificate of inclusion in the ARTG to the sponsor for that device.

External fixation devices

External fixation devices either encircle or lie adjacent to the head or a limb, and are attached to the skeleton by
pins, fine tensioned wires or screws. They are used to treat fractures or reconstruct bones and joints that ar:
deformed or damaged.

External fixation devices may be initially supplied as part of a system pack, which comprises componert ..
are intended by the manufacturer to be used in combination as a unit.

The component with the highest risk classification determines the overall classification for the s* ce' . pack. For
example, the Ilizarov external fixation system contains sterile pins that secure the external fram  tk patient’s
bones. These would usually be considered Class IIb medical devices and as a consequence 1t ¢ system
pack is classified as Class IIb.

However, there are occasions where it may be appropriate to supply individual comp  'nts .r a system
separately. In these circumstances each device thatis individually supplied is clas. ~d . _arately and requires a
separate entry in the ARTG. The manufacturer will classify the individual devi’ us1 he classification rules
and then apply the appropriate conformity assessment procedures to each ~f th. -vidual types of device.

The non-sterile external components of the external fixation systems, w mn st »>lied separately to the system,
are Class [ medical devices. For example, the frame used in an exterr~1f.. .1system is non-invasive, is not
active and none of the special classification rules apply, soitis Cl7 1. e reprocessing of these non-sterile
external components may be within the capability of some ~tra “er’ sing supply departments.

Prior to the facility reprocessing and reusing the Class [ ex .n. 'xation frame labelled as single use, they will
need to:

e prepare a Declaration of Conformity—for mc¢  ‘nformation, please see Section 6. What a manufacturer
needs to know about conformity assessment

e apply to the TGA to have the reprocesse d- /. included in the ARTG.

There is no TGA inspection of the repr- _ssirg ..cility or pre-market assessment of the reprocessed device as it
is a Class I device. Thisisonlyt' ~cas ‘or( .sslreprocessed devices. The only regulatory cost is an annual
charge to maintain the entry intk. *R. . he TGA will monitor the safety and performance of the device as part
of its post-market vigilance an .no. >ring program.

The regulatory controls alsn re  ‘re that the reprocessing facility reports to the TGA any serious incidents or
adverse events associa’ «. "1 tue use of the reprocessed device.
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Section 20. Access to
unapproved medical devices In
Australia

Overview

Medical devices are therapeutic goods. The TGA regulatory framework exempts some therapeutic=  ~ds m
the need for inclusion in the Australian Register of Therapeutic Goods (ARTG) prior to supply in° u< .2’ a, in
certain circumstances.

This means that medical devices that have not been assessed by the TGA for quality, safr”  anc rformance and
included in the ARTG may still be accessed in certain legitimate circumstances via spe~ (¢ mptions in the
therapeutic goods legislation. Such exempt medical devices are also typically referrea s ‘unapproved medical
devices’ or ‘unapproved therapeutic goods’.

There are four main mechanisms for legally accessing unapproved medical dev. »cincluded on the ARTG.
These are:

o the Clinical Trial exemptions

e the Authorised Prescriber Scheme
e the Special Access Scheme (SAS)

e personal importation

This guidance document provides information on v ™ of these mechanisms in relation to medical devices. If
more information is required a comprehensive.  ~ui.  tAccess to unapproved therapeutic goods in Australia is
available on the TGA website, which outliner nr .  ‘ralian regulatory requirements for accessing medicines and
medical devices that are not in the ARTG.

Substances subject to additiona’ :on?! >ls

Some substances are prohibited v "~r w.. custom (Prohibited Imports) Regulations 1956. Further information
on prohibited imports can be ~ cait.  ‘rom the Australian Customs and Border Protection Service website at
<http://www.customs.gov.au

Prior quarantine clear; ce. stpe obtained to import any material of biological origin (human, animal, plant or
bacterial). The ir nr~te "~ .d contact the Australian Quarantine & Inspection Service (AQIS) to see if an import
permit is require  irther information can be obtained from the AQIS website <http://www.agis.gov.au>.

The import »  -x»ort u: substances containing parts of animals and plants listed as endangered species required
aperr ‘tist u .er the Wildlife Protection (Regulation of Exports and Imports) Act 1982. Further information
car be< 1ine .om the Environment Australia website

<t //w .biodiversity.environment.gov.au/wildlife>.
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Legislative basis for access to unapproved medical devices

The following table outlines the legislative basis for each of the mechanisms for accessing unapproved medical
devices. References to:

e Sections and Subsections refer to the Therapeutic Goods Act 1989 (the Act)

o  MDReg refer to the Therapeutic Goods (Medical Devices) Regulations 2002 (the Regulations).

Use in Clinical Authorised Special Access Personal l
Trial Prescriber Scheme Importatior -
Section 41HC Section 41HA |
Section 41]JF MDReg” . 1
MDReg 7.6,7.7 Schedule ' _m .1
CTN CTX Category A ’ Ca ar
Section 41HA Section 41HB Section 41HA ectio.. .1HB
Subsec 41JD(1) Section 41JE Subsec 41JD(1) Sul  c41JE(1)
MDReg 7.1 and MDRegs 7.3-7.5 MDReg 7.2 |
Schedule 4, item MDReg 8.2 |
2.3
_
TGA officers Authorised by
external
delegate
Subsec 57(3)
MDReg 10.6

p., .nedical devices that have not been included in the ARTG, the TGA has a
responsibility to main’ na xible and efficient means of ensuring individuals are able to gain timely access to
important new t pe. .evelopments without jeopardising the broader community interest in ensuring that
devices available .  r<‘ralia are evaluated for quality, safety and performance.

In considering requests

Under the $ 5-  Authorised Prescribers Schemes the TGA also has a responsibility to encourage at all times
the a\ .bi.__y of .cluded devices in the ARTG. The various mechanisms for accessing unapproved devices are
ir’ ~dec  be .emporary measures pending inclusion of the device in the ARTG. There are some circumstances,
hov  r,w c¢nunapproved medical devices may be required for a prolonged period. For example, devices not
e inAustralia for whatever reason, yet fulfilling a legitimate clinical need. The TGA requires that
lications to access unapproved devices clinically justify why available approved devices are not suitable for
us. .ocussing on quality, safety and performance issues. Practitioner preference or cost issues are not
acceptable as clinical justifications to support an application for access to an unapproved medical device.

Release of information

Information provided to the TGA concerning the use of unapproved medical devices will be treated as
confidential within the constraints of:

e Section 61 of the Act, which prescribes certain circumstances in which information may be released
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e Section 27 of the Freedom of Information Act 1982 requires that consultation occur between the TGA and the
owner of the information prior to release of that documentation

e the Privacy Act 1988 places limits on the disclosure of personal information by parties in possession or
control of records. Such parties cannot disclose personal information about an individual to a person, body
or agency other than the individual concerned except under certain circumstances. These circumstances
include situations where the:

- individual concerned has consented to the disclosure or is reasonably likely to have been aware that
information of that kind is usually passed to that person or agency

- holder of the record has reasonable grounds to believe that disclosure is necessary to prevent or less. .
serious, imminent threat to life or health of the person concerned

- disclosure is required or authorised by or under law

- disclosure is reasonably necessary for the enforcement of criminal law or of a law imposing crin. !
penalty, or for the protection of the public revenue.

Under the Act, the TGA is able to release information concerning the use of unapproved ther-~eu ads to
State and Territory authorities. This may allow States and Territories to have information ». ~action on
matters under their jurisdiction, such as medical or pharmacy practice. The circumstar . nde. which this may
occur include, but are not limited to:

e the TGA becoming aware that a medical practitioner is using notification mect..  =m. (for example, Category
A SAS or the CTN Scheme) inappropriately so as to avoid having to obtain . mr _un from the TGA for
supply of an unapproved therapeutic good

e where audit of use of unapproved products establishes issues of neg  ~»" ,r unprofessional behaviour.

Doctors and sponsors reporting adverse events to the TGA 2ssoci ed . huse of unapproved products should
be familiar with and meet obligations in relation to the coll.  n, «d disclosure of personal information in
accordance with the National Privacy Principles based on " ..  acy Act 1988. These obligations are set out in
the Guidelines on Privacy in the Private Health Sector, Offic.  “th . ederal Privacy Commissioner, November 2001.

The information required to report an adverse e.  *is dependent on whether the person reporting the event is:

e asponsor
e the user of the device

There are two separate forms availab’ on th 'l GA website.

The information provided to the 7 "A i, .entify the event rather than the patient. The TGA’s requirement for
information should notinclude 'aw.  at could identify the patient; however the TGA may request details such as
the patient’s:

e age
e weight
e height

e ¢ ol .UE
. adi.  'ons they are currently taking

e .osure of the patient’s identity to the TGA is required, the patient’s or relative's explicit consent to the
ase of the information must be sought.

Clinical trials in Australia

A clinical trial or clinical investigation is an experiment conducted in humans in order to assess the effects,
efficacy and/or safety of a medicine, medical device or procedure/intervention. Clinical trials of medical devices
are undertaken to answer questions about their performance and safety. The trial should be designed to collect
the information necessary to provide evidence to answer the questions posed and should advance scientific
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knowledge. It is therefore necessary that the trial be conducted using appropriate experimental designs to
obtain valid data without exposing people to unnecessary risks.

The responsibility for monitoring a clinical trial rests with the:

e sponsor

e institution in which the trial is being conducted
e ethics committee

e investigator

Clinical trials must be approved by a Human Research Ethics Committee (HREC). The committee must b
constituted and operating in accordance with the NHMRC's National Statement on Ethical Conductini »an

el

Research. With respect to the conduct of a trial at a specific site, approval of the trial is required f~ 2+, C
with jurisdiction at that site.

It is important to distinguish between clinical trials and use of a device in an individual pat’  as . _. of clinical
practice. Use of unapproved medical devices in individual patients as part of clinical pati"  ca. hould be done
using the provisions of the Authorised Prescriber or Special Access Scheme and nota - ci. 2l trial.

A person must not intentionally or recklessly make a claim, by any means, thatth: ~rs¢ >ranother person can
arrange the supply of unapproved devices. This is an offence under Section 41" *“M ¢ hapter 4 of the Act and
carries a financial penalty.

There are two schemes under which clinical trials involving medical dev esnr 7 be conducted:

e the Clinical Trial Notification (CTN) Scheme

e the Clinical Trial Exemption (CTX) Scheme

These schemes are used for clinical trials involving:

e any device not included in the ARTG

e useofadevicein a clinical trial beyond the con. s of its marketing approval

It is a decision of the clinical trial sponsor w* tr .. -tto which scheme they wish to use. The two schemes are
described in detail later in this document but ' << itially the:

e CTN process involves a notificatic onl; o the TGA with a nominal notification fee (no approval or decision
is made by the TGA)

e CTXprocess comprises 2° sses. entby the TGA of summary data and usage guidelines for a proposed
clinical development prog  'me, and if approval is granted the subsequent trials must be carried out under
the terms of the apr . an.. be notified to the TGA
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The assessment of a CTX application is fully cost-recovered, and the TGA has a timeframe of up to 50 working
days to make a decision on the application. Reasons for deciding upon a CTX approval are varied, but might
include the medical device:

e being a completely novel treatment method and thus an application could assist in the evaluation of pre-
clinical and clinical data and the identification of any deficiencies prior to commencement of trials in
Australia and potentially overseas

e incorporates biological substances for which specific pre-clinical data may be required and clinical trial
sponsors may wish to have confidence that current data is sufficient to address pre-clinical concerns

Clinical trials in which medical devices are used within the conditions of their marketing approval are not <ubje
to CTN or CTX requirements but still need to be approved by a HREC before the trial may commence.

All CTN and CTX trials must have an Australian clinical trial sponsor. The clinical trial sponsor is thatne, 1,
body, organisation or institution that takes overall responsibility for the conduct of the trial and ~ g1 .he
relevant page of either the CTN form or the CTX form. The clinical trial sponsor usually initiates,  ar .esand
supports a clinical study and carries the medical and legal responsibility associated with th 2duc. of the trial.
Examples of possible clinical trial sponsors are:

e medical practitioners

e hospitals

e non-government organisations
e clinical research organisations
e medical device manufacturers

Clinical Trial Notification (CTN) Scheme

All material relating to the proposed trial is submitted dir. "7+ he HREC by the researcher at the request of
the clinical trial sponsor. This would usually incl- ‘e:

e the trial protocol

o theinvestigator's brochure
o related patient information
e supporting data

o the Notification of intent "~ supp anapproved therapeutic goods under the clinical trial notification (CTN)
scheme. This is available:  ~ the TGA website: <http://www.tga.gov.au>.

For more information’  the TN application please see Access to Unapproved Therapeutic Goods—Clinical Trials
in Australia, whi = av © e from the TGA website: <http://www.tga.gov.au>.

HRECs usuallv have - own standard format for applications to conduct a clinical trial at their institution. The
TGA doesn .re=  w any data relating to a clinical trial prior to notification under the CTN Scheme, although key
docu: erts. .yl subsequently requested and reviewed.

T. "RE. responsible for assessing the:
s Cific validity of the trial design

. afety and performance of the device

e ethical acceptability of the trial process

The HREC is also responsible for approval of the trial protocol.

The institution or organisation at which the trial will be conducted, referred to as the 'Approving Authority’,
gives the final approval for the conduct of the trial at the site, having due regard to advice from the HREC.
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The Notification of intent to supply unapproved therapeutic goods under the clinical trial notification (CTN)
scheme form must be signed by the:

e clinical trial sponsor
e principal investigator
e Chairman of the HREC

e person responsible from the Approving Authority

Please note: Once the original CTN has been approved, each additional trial site(s) will require another
CTN notification to the TGA.

CTN trials cannot commence until the Notification of intent to supply unapproved theraper = ~oas under the
clinical trial notification (CTN) scheme form is submitted to the TGA with the notificatir 2. 1. . TGA will send
the clinical trial sponsor an acknowledgement letter, providing the form has been ap, »ri. 'y completed.
However notification of the CTN Form with the appropriate fee automatically cre-~ st.  xemption necessary to
allow lawful supply of the unapproved medical devices for the clinical trial.

The completed Notification of intent to supply unapproved therapeutic go~ "~ur.  .he clinical trial notification
(CTN) scheme form and a cheque for the notification fee should be forw: Jed* :

Postal Address .ourier Delivery
The Business Management Unit or 1 2 Business Management Unit
Therapeutic Goods Administration I'herapeutic Goods Administration
PO Box 100 136 Narrabundah Lane
WODEN ACT 2606 SYMONSTON ACT 2609
Australia Australia

Clinical Trial Exemption (CTX) § .em-
The CTX Scheme is an approval pr -es

A clinical trial sponsor must < mit. uapply of Unapproved Therapeutic Goods under the Clinical Trial
Exemption (CTX) Scheme fori.  vailable from the TGA website) to the TGA for evaluation and comment.
Submission of clinical @ .. mudical devices under the CTX scheme must comply with ISO 1415511,

11 SO 14155: Clinical investigation of medical devices for human subjects defines procedures for the conduct and
performance of clinical investigations of medical devices.
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A CTX application for medical devices should be presented in 7 parts. Two copies of the complete application are
required to allow simultaneous evaluation in different sections of TGA.

Part Contents

Part 1 Administrative information and information complementary to the summaries of scientific
information.

Part 2 Summary report of risk analysis documentation

Part 3 Summary report of the design dossier, including concept X

Part 4 Summary report of manufacturing and materials b |

Part 5 Summary report of preclinical and/or clinical documentation -

Part 6 Documentation on all fatal or life-threatening adverse events that have  en. _)ciated with the
use of the device prior to the date of the application

Part 7 Information for Human Research Ethics Committees A

For more information on the contents of each part of the CTX app}* 1 picase see Access to Unapproved

Therapeutic Goods—Clinical Trials in Australia available fro the 3Av bsite.

It is important to note that the application submitted to the " 1oes not need to include the clinical trial
protocol(s). The primary responsibility of the TGAistore =w . safety of the device and the HREC is
responsible for considering the scientific and ethi~al issues . e proposed clinical trial protocols.

The completed Supply of Unapproved Therapeutic  ~ds under the Clinical Trial Exemption Scheme, Part 1—the

CTX Application form and a cheque for the ev?’ “ion.  _should be forwarded to:
Postal Address Courier Delivery
The Business Managemen’ .uit or The Business Management Unit
Therapeutic Goods Aur mis " 4 Therapeutic Goods Administration
POBox " J 136 Narrabundah Lane
WODEM AC, 06 SYMONSTON ACT 2609
1str a Australia

A copy of ths _rm anu accompanying data should be forwarded to:

Postal Address Courier Delivery
Clinical Section or Clinical Section
Office of Devices Authorisation Office of Devices Authorisation
Therapeutic Goods Administration Therapeutic Goods Administration
PO Box 100 136 Narrabundah Lane
WODEN ACT 2606 SYMONSTON ACT 2609
Australia Australia
Australian Regulatory Guidelines for Medical Devices, Section 20. Access to unapproved medical Page 271 of 337

devices in Australia
V1.1 May 2011



The TGA will send a formal acknowledgment of the application. A 50 working day period applies for CTX
applications for medical devices. The evaluation time commences from the date of acceptance of the application
or receipt of the appropriate fee; whichever is the later day. If the TGA seeks more information from the clinical
trial sponsor, the evaluation time is suspended until the information is provided.

The TGA evaluates the safety of the device and considers the proposed Usage Guidelines for the device. If the
data supplied with the CTX application is not complete, the application may be returned unevaluated.

The TGA decides whether or not to object to the proposed Usage Guidelines for the device. If an objection is
raised, trials may not proceed until the objection has been addressed to the Delegate's satisfaction. Further
information may be requested from the clinical trial sponsor, which will interrupt the 50 day evaluation peri

If the sponsor can not respond within 30 working days they should contact the TGA or the application ma-='aps.

If the application is acceptable, the clinical trial sponsor will be formally advised in writing that there= no
objections to the supply of the device under the CTX Scheme.

If the TGA decides to reject the application, this decision may be appealed under Section 60 of tt & .
Applications may be rejected due to:

e insufficient pre-clinical data
e inappropriate Usage Guidelines

If no objection is raised, the clinical trial sponsor may conduct any number of © nica  ‘als under the approved
CTX, provided use of the device in the trials fall within the original approved ls. aidelines. This would
involve notification of such trials to the TGA in a similar manner to the C” « sch~me, but on a different form
making it clear they are being conducted under an approved CTX.

Please note: Once a CTX application has been approved, th’ isoi an proval based on review of the

summary information provided and the proposed usage gu.. ™Me. _ ..ie product. Each actual trial
conducted under a CTX must be notified to the TGA as des be  hove on the appropriate notification
form, which is available on the TGA website: <http://wwv. =~ Jv.au>.

The clinical trial sponsor must seek approva’ rc . HKEC and Approving Authority for each trial conducted
under a CTX approval, in a similar manner to t' : € (N Scheme. The TGA must be notified by the clinical trial
sponsor if an HREC objects to a trial,a» .. othc. ARECs have previously considered, or have approved, a
protocol for a substantially simi’»r tri  the )onsor should inform an assessing HREC of this fact and the
decision made by that HREC.

A clinical trial sponsor cannc’ ymm. ce a CTX trial until:

e written advice has b -ec. ed from the TGA stating the application has been approved
e approval for hecc 'me fthe trial has been obtained from:

- aHREC
- thei” ,ut~*ion at which the trial will be conducted.

The t1:2" ~an co™ .1ence on receipt by the TGA of the Supply of Unapproved Therapeutic Goods under the Clinical
T. Exe ‘*ion (CTX) Scheme—Part 2 Notification of the Conduct of a Trial Under the CTX Scheme. There is no
fee atii. cation of trials under the CTX scheme.
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TGA fees for clinical trials

The fees for applications for clinical trials under the CTX scheme are higher than notifications under the CTN due
to the increased work required by TGA to evaluate the data provided.

There is a single fee for the CTX application.

For the CTN there is a notification fee.

Notification

all sites notified at same time (including composite single notification fee

sites)

each site notified individually notification fee for each separate notif’ . i b |
sites notified in groups notification fee for notificationc ~hy. ;p

The current fees for clinical trials for included devices are available on the TGA w- -ite
Completion of clinical trials

The TGA maintains a record of each clinical trial and each trial site condr’ ...ig 2 trial. To maintain the record for
each trial, the TGA should be notified of the:

e date the trial was completed (That is, the last date of completi .. all sites. It is not necessary to notify
completion dates for individual sites.)

e reason the trial ceased (for example, concluded norm: ,,. fficient recruits).

The clinical trial sponsor should complete the Clirical Trial <  .pletion Advice—CTN and CTX Schemes form,
which requests this information, and which is ave.  le from the TGA website.

Responsibilities of the clinical trial spe-

The general responsibilities of sponsors of c.un” .al ..ials are set out in section 5 of the CPMP/ICH Note for
Guidance on Good Clinical Practice (CP> ,ICE., 35/95) available from the TGA website. The clinical trial
sponsor must also fulfil all regul~tory 'qui’ ments of the TGA and comply with state and territory legislation in
relation to the supply of therapev” -~ gc

The clinical trial sponsoris al« resp  sible for establishing legal and financial agreements between the clinical
trial sponsor, investigators a1, articipating institutions/organisations. These should address issues such as
indemnity of the partier . 7eu n the trial and compensation and treatment of trial participants in the case of
injury or death.

The TGA doesnec  “uire protocol amendments to be notified by clinical trial sponsors where the amendments
clarify theuse [, an. . monitoring of treatment. However a new notification to the TGA may be required if

thereisam o nge to the protocol and the HREC requires a change to the conditions of their approval, such
as:
o ~au  ‘onof new devices

cha ges in addresses of sites where the clinical trial is conducted
e  cxpansion of indications being treated

e changes to the treatment population being targeted
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Adverse event reporting requirements for clinical trials

Reporter What needs to be Who toreportto  In what format? Timeframe
reported
Sponsor of trial Serious and TGA Medical Device e fatal or life-
unexpected Incident Report form threatening
adverse device adverse device
events events—init’
report withir.
calendar~ - of

firstkr  ‘lec
Comnlel..  nort
v g d

¢ e al
~aic..aar days.

ocher serious
unanticipated
device events, full

report no later
than 15 calendar
days of first
knowledge.

Other adverse TGA ~h» L tion/Line On request by TGA

device events lisung

and adverse

events

Clinical investigator Adverse device HPEC As required by HREC | Asrequired by HREC
events and -
adverse events “ o soroftrial | Asrequired by study | Asrequired by study
protocol protocol
For reports to the TGA, thers  rtsh .d be clearly marked ‘Clinical Trial Incident' and sent to:
Post-" "1a. s Courier Delivery
Cli -al! ction or Clinical Section
Offic ~ Nevices Authorisation Office of Devices Authorisation
T' _12> tic Goods Administration Therapeutic Goods Administration
PO Box 100 136 Narrabundah Lane
WODEN ACT 2606 SYMONSTON ACT 2609
Australia Australia

The Medical Device Incident Report form is available on the TGA website: <http://www.tga.gov.au>.

More information

More information on conducting clinical trials in Australia, including the forms to be completed, is available on
the TGA website: <http://www.tga.gov.au>.
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Authorised prescribers

The TGA is able to grant certain medical practitioners authority to prescribe a specified unapproved medical
device or kind of medical device to recipients who have a particular medical condition. The medical practitioner
becomes an 'Authorised Prescriber' and can prescribe that product for that condition to individual patients in
their immediate care without further approval from the TGA.

The TGA cannot vouch for the quality, safety or performance of an unapproved device, therefore the use must be
regarded as experimental. The granting of this authority does not render the Commonwealth or the TGA lial "= "0
a person in respect of loss, damage, or injury of any kind suffered by the person as a result of, or arising out ¢

the use of the device by that person or another person.

The authorisation only allows the Authorised Prescriber to supply the device directly to specified pati’ s an
not to other practitioners who are not authorised to prescribe/administer the device to patients.

The basis for providing the approval is that the authorised medical practitioner has training anc v er’ se
appropriate for the condition being treated and the proposed use of the device and that the * +th¢ &
Prescriber is able to best determine the needs of the patient and to monitor the outcome ~ ¢hc 2.

Authorised Prescribers can supply individual patients with unapproved therapeutic; ds. ‘er arange of
circumstances, such as when devices:

e were provided initially to patients through a clinical trial while an applica. = fc  .clusion on the ARTG is
being considered

e are available overseas but not in Australia.
e no suitable alternative approved device is available in Austra” .

Patients who may access unapproved medical devices presc. d . .. Authorised Prescriber are those
suffering from an illness or condition that is either:

e life-threatening, or

e serious, being generally accepted as not being o, -opriate to be diagnosed or evaluated and treated safely
without consulting a health practitioner
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Applications to be an Authorised Prescriber

The following information is required by the TGA as part of an application to become an Authorised Prescriber:

Recipients

Indication Disease/condition to be treated

Clinical justification An outline of the seriousness of the condition, and, if other approved treatment a-=
available, justification for the use of the unapproved device in preference to the
treatments

Medical Device

Product details Name of device, supplier

Performance/safety data | Performance and safety data sufficient to support the pro; " use of the device. A
copy of the reference articles from which the data have. mov. iined should be
included

} A J

Prescriber

Details Name, postal address, phone number, fax n.

Ethics committee Evidence of endorsement froi. ~ei -~ mmittee must be submitted

Endorsement

Agreement to Treatment | A completed and si= =d Agreen. .t to Treatment Directions form must accompany

Directions the application
Please note: this“ . ‘s a. .lable on the TGA website: <http://www.tga.gov.au>

Applications should be sent to:

Chief Clinical Advisor
Clinical Section
Office of Devices Authorisation
Therapeutic Goods Administration
PO Box 100
WODEN ACT 2606

Phone: 02 6232 8615
Fax: 02 6232 8785

_eti. 1'GA Delegate has considered the application, the applicant will be sent a letter advising that the
< ication has been:

e accepted
e rejected, or
e more information is required

If an application is rejected there are various appeal mechanisms that can be considered. For more information
please, refer to Access to unapproved therapeutic goods—Authorised prescribers available on the TGA website.
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Endorsement from an ethics committee

Medical practitioners seeking to become Authorised Prescribers require endorsement from an ethics committee
as follows:

o for a medical practitioner engaged in clinical practice in a hospital, endorsement from the ethics committee
of that hospital

o fora medical practitioner treating patients outside a hospital setting, endorsement from an appropriate
ethics committee

A special exemption exists for medical practitioners who can demonstrate that they do not have access to an
ethics committee to get endorsement from an appropriate specialist college. Appropriate specialist colle re
listed in Schedule 4 to the Health Insurance Regulations 1975.

It is recommended that the letter of endorsement from the ethics committee should include:

e aclear statement that endorsement is being given for the purpose of the medical practitione  »c- aingan
Authorised Prescriber

e the name of the medical practitioner being endorsed

e the device and the intended purpose for which endorsement has been given
o the sites at which use is covered by the endorsement

e any conditions the ethics committee has imposed on the endorseme

e the signature of the chairman of the ethics committee over his Micaal title

Please note: Under the Act, an ethics committee must be cor  'te. «nd operating in accordance with
NHMRC guidelines and have notified its existence to the / tra.  Health Ethics Committee.
Endorsement from ethics committees that do not satisfy tn .quirements will not be accepted by the
TGA.

Once approval is given by the TGA

If the medical device is available from  sup ier in Australia, the Authorised Prescriber should contact the
supplier/sponsor to organise sup: .

The supplier will require aut - 1sat.  to lawfully release the device. A copy of the letter of Authorisation must
be forwarded to the supplier.

If the device isnotava’ ple >m an Australian sponsor, the requesting doctor will need to find an overseas
source. Thedev’ ~ 7il. > .eed tobeimported from that supplier. This can be done by the doctor, a
pharmacist, hosy by the patient or by a licensed importer. Similarly, the overseas supplier will likely require
acopy of the! tero. .chorisation. Please note that import controls may also apply to some devices, in
particrlar t’ e 1nimal origin or containing prohibited substances.

Tk doc. is» ponsible for reporting the number of patients treated on a six-monthly basis.

Itis ndi..on of the approval that the treating doctor reports the details of any actual or suspected adverse
* .ce :ntstothe TGA. For more information, please see Adverse event reporting requirements for clinical
's in this section.
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Responsibilities of the patient

It is a condition of the approval to supply an unapproved therapeutic good for use in Australia that the patient or
the patient's legal guardian must be in a position to make an informed decision regarding treatment. Informed
consent should be in writing unless there are good reasons to the contrary. Informed consent should be freely
given and includes an adequate knowledge of the condition and its consequences, an adequate knowledge of the
treatment options, the likelihood of recovery and the long-term prognosis. Additional consent is required where
the device contains products derived from biological tissue including human blood or plasma. Patients should
complete the Authorisation of Supply Under S19(5) or Section 41HC Therapeutic Goods Act 1989—Consent to
Treatment and Indemnity for Use of Products Derived from Biological Tissue Including Human Blood or Plasmc
form available on the TGA website.

A patient should be specifically informed of the following:

e thatthe device is not included on the ARTG for the intended purpose

e possible benefits of treatment and any risks and side effects that are known
e the possibility of unknown risks and late side-effects

e any alternative treatments using approved devices that are available.

Responsibilities of the supplier/sponsor

A company is under no obligation to supply an unapproved product just bec~us.  ~ .s been prescribed by an
Authorised Prescriber. Applicants should ensure companies are willing~ suprly the device before making an
application.

The supplier/sponsor is required to:

e provide the TGA with six-monthly reports detailing the.  »l, .approved devices to Authorised
Prescribers

e consider whether to submit an application te *he TGA 1, = g-term supply of their device is expected
e monitor the use of their devices

e report to the TGA all those serious unan :ir » ' device related adverse events of which they have been
informed. For more information, pleases: 4 verse event reporting requirements for clinical trials.

e communicate rapidly to the TGA'  ‘orn :on that has an important bearing on the benefit-risk assessment

of the device, particularly any” ~fo. .on that may lead changes to the usage of the device by Authorised
Prescribers
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Adverse event reporting requirements for Authorised Prescribers

Reporter What needsto  Who toreport  In what Timeframe

be reported to format?
Authorised Any adverse TGA Medical Device | As promptly as possible, to reach TGA
Prescriber device event Incident within 15 days

Report form

Sponsor As required by | Asrequired by sponsor
sponsor
HREC (if As required by | Asrequired by HREC
applicable) HREC
Sponsor Serious TGA Medical Device | o fatal orlife-*- ea. ‘ngadverse

unanticipated Incident device ev¢ ... ‘mitial report within 7
adverse device Report form calendar s o. tirst knowledge.
related events Com; ~=rc ortwithin 8 additional

¢ nde  ays

other serious unanticipated device
e nts, full report no later than 15
calendar days of first knowledge

Other adverse | TGA Tabu. vy On request by TGA
device events Lir ist

For reports to the TGA, the report should be cl© 'vn. ‘ed 'Authorised Prescriber Incident' and sent to:

7 ae w.1edical Officer
<linical Section
Off 2 of Devices Authorisation
‘I ucrapeutic Goods Administration

PO Box 100
WODEN ACT 2606
Australia
The Medical Dev. ~cjdent Report form is available on the TGA website: <http://www.tga.gov.au>.
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Circumstances under which the TGA may revoke an authorisation
The TGA may give notice of revocation of an Authorisation at any time if:

o the ethics committee responsible for endorsement of the Authorised Prescriber has withdrawn its
endorsement

e the Authorised Prescriber has failed to comply with conditions for Authorisation contained within the letter
of authorisation

e adevice similar to the unapproved device is evaluated and approved for treatment of the specified indic ~ .«
and included on the ARTG

e the TGA becomes aware of information from other use in Australia or from overseas that indicates » 4jc
safety concerns with the use of the device

More information

More information on Authorised Prescribers, including the forms to be completed, is availe’ 1 u.e 'GA
website.

Special Access Scheme (SAS)

The SAS is a mechanism to provide for the import and/or supply of an unapprc 1t v apeutic good for a single
patient, on a case by case basis. Applications are made by registered med’  prac. ..oners.

The SAS allows individual patients, with the support of their medical pr. ‘tie _r, access to unapproved devices
in a range of circumstances, such as when:

e early access for terminally ill patients to almostany de  =,ii  'd? sexperimental and investigational
devices is needed (see Category A)

e devices were provided initially to patients through a c. trial while a marketing application is being
considered

e devices are available overseas but not in A>~ *raL

Final responsibility for the use of an unappr ve (c . ice within an institution always rests with that institution.
Medical practitioners working in an ins’” .cioi .y also need approval from the institution's Ethics Committee
or Drug and Therapeutics Committee ior’ using a particular device.

There are two categories of patie.  wi.. _.iay use the SAS:

o (Category A patients—m:  al prc ctitioners can supply unapproved devices to some very seriously ill
patients without the ~=nr¢  of the TGA as long as the medical practitioner notifies the TGA within 28 days.

e Category Apatieni re fined in the Therapeutic Goods legislation as ‘persons who are seriously ill with a
condition frc  wvhic. _.cath is reasonably likely to occur within a matter of months, or from which
premature dea. - zasonably likely to occur in the absence of early treatment’.

e (C-ego " _. ents—all other patients. Approval of an application to supply an unapproved device is
rec -edfr .adelegate in the TGA. Approval by the TGA is given on a patient by patient basis to reflect the
~ed. different patients.

ch. zofclassification of each patient lies with the treating medical practitioner. However, TGA is able to
‘aw, seek clarification and request information regarding the classification of patients under Category A.

Category A patients

Prior approval from the TGA is not required for the use of an unapproved device in a Category A patient. The
treating registered medical practitioner is the approving authority in that he/she is prepared to use the device in
question.

The practitioner is required to complete the Category A Form Special Access Scheme available from the TGA
website, and send it to the sponsor of the device. This provides the sponsor with the legal authority to supply the
device.
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The practitioner must send a copy of the Category A Form Special Access Scheme to the TGA within 4 weeks of
the date of signature on the form. Failure to do so is an offence that carries a financial penalty. The form should
be faxed to 02 6232 8785.

The form requires the medical practitioner to certify that they:

e have determined that the patient is Category A
e are prepared to use the medical device requested

e have obtained the informed consent of the patient, or the patient's legal representative to the proposed
treatment

A patient should be specifically informed of the following:

e thatthe device is not included on the ARTG for the intended purpose

e possible benefits of treatment and any risks and side-effects that are known
o the possibility of unknown risks and late side-effects

e any alternative treatments using approved devices that are available

Although the way in which a doctor prescribes a treatment for an individual in a pc  -ule. clinical setting is a
matter of medical practice and the TGA does not regulate medical practice, the ~A) __ responsibilities in
relation to the safety of therapeutic goods supplied in Australia.

When the TGA identifies use of a device for an indication that is conside  1to [l outside the scope of the
Category A definition, the TGA will inform the sponsor.

The TGA has the authority to review and seek clarification. *he ‘*eg y A classification of patients. This will
occur on a case by case basis only if it is believed that the Ca*  ry .. provision is inappropriate for the particular
clinical use. The TGA is also able to release such informati to. e and territory authorities, such as a Medical
Board and/or Medical Complaints Units that are principall, ived in the regulation of medical practice.

Category B patients

Approval from the TGA is required priortothk . ‘ce. cing supplied. Applicants should complete the Category B
Form Special Access Scheme.

Applications need to address criteria r* ..ng tu wne patient, the device and the prescriber. Applicants can also
provide any other information +" 2y c.  side .mportant. In considering whether to grant approval, the TGA
Delegate will generally consider ¢ quc , and extent of the information provided in the application.

Applications should be sent *

The Medical Officer, SAS
Clinical Section
Office of Devices Authorisation
Therapeutic Goods Administration
PO Box 100
WODEN ACT 2606

Phone: 02 6232 8679
Fax: 02 6232 8785

Phone requests may be made where there is an urgent medical need for access to the device.

Australian Regulatory Guidelines for Medical Devices, Section 20. Access to unapproved medical Page 281 of 337
devices in Australia
V1.1 May 2011



Please note: The TGA can give no guarantee as to the quality, safety, or performance of devices
containing biologically derived products, particularly in relation to any prion or viral inactivation. In
view of the potential risks associated with the use of biological tissue-derived products, requests should
not be made for non-essential uses of these devices. In addition, a specific consent form must be used
when supplying biological products under the SAS Scheme, available on the TGA website.

If the application is approved, certain conditions may be placed on the medical practitioner, including:

e the quantity of a medical device that can be supplied

e thatshould treatment be discontinued before the end of the treatment period approved, the TGA{ be
notified of the reasons for discontinuation within 6 weeks of the treatment being discontinued

e the use of an unapproved device should be regarded as an experimental use. The principles  or inthe
National Health and Medical Research Council's National Statement on Ethical Conduc*  Tui..... Research
should be observed

e the doctor and patient, or patient's guardian, accept responsibility for any advers  ~nsc juence of
treatment. The Commonwealth accepts no responsibility for any defects in th. it .vhatsoever, including
defects related to manufacture, distribution and instructions for use

e on completion of the treatment all remaining supplies of the device s* ..ld he 1 eturned to the supplier
e any special conditions appropriate to the specific patient and device

e the period for which the approval is valid, particularly ' cas’ wh¢ :importation is required. For example,
for up to 18 months from the date of the decision

e that the total quantity imported and supplied is nottc  <es . chat required for the treatment of the
particular patient

e the approval is for supply for use only by the pa.  lar patient

If the TGA Delegate approves the applicatior b . lical practitioner will be sent a letter outlining the
conditions of the approval, which will inc'de’ - pproval number.

If an application is rejected thers are ' viou appeal mechanisms that can be considered. For more information,
please refer to Access to unapprov: tn _utic goods—Special Access Scheme available on the TGA website.

\

Once approval is given b ae’y 1\

If the medical device is a~~ "~bi.  om a supplier in Australia, the medical practitioner should contact the
supplier/sponsor to or nis upply.

The supplier wil.  wuirc _..norisation to lawfully release the device. For a Category A patient, the completed
Category A Form 5y '~ Access Scheme form acts as the authorisation. For Category B patients, the approval
number iss1” u k= *he 1GA must be quoted in all correspondence with the sponsor.

If the ue ice s =~ available from an Australian sponsor, the requesting doctor will need to find an overseas
s¢  e. . device will then need to be imported from that supplier. This can be done by the doctor, a
ph~ ~ist, aospital, by the patient, or by a licensed importer.

spousibilities of the patient

It 1 a condition of the approval to supply an unapproved therapeutic good for use in Australia that the patient or
the patient's legal guardian must be in a position to make an informed decision regarding treatment. Informed
consent should be in writing unless there are good reasons to the contrary. Informed consent should be freely
given and includes an adequate knowledge of the condition and its consequences, an adequate knowledge of the
treatment options, the likelihood of recovery and the long-term prognosis. Additional consent is required where
the device contains products derived from biological tissue including human blood or plasma. Patients should
complete the Authorisation of Supply Under S19(5) or Section 41HC Therapeutic Goods Act 1989—Consent to
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Treatment and Indemnity for Use of Products Derived from Biological Tissue Including Human Blood or Plasma
form available on the TGA website.

A patient should be specifically informed of the following:

o that the device is not generally available in Australia

e possible benefits of treatment and any risks and side-effects that are known

o the possibility of unknown risks and late side-effects

e any alternative treatments using approved devices that are available

Responsibilities of the supplier/sponsor

A company is under no obligation to supply an unapproved device just because it has been approved un.

the

SAS. Applicants should ensure companies are willing to supply the device before making anapp’ .a:x n

The supplier/sponsor is required to:

e provide the TGA with six monthly reports detailing the supply of unapproved devic~
e consider whether to submit an application to the TGA if long-term supply of theii

e monitor the use of their devices continually and record the safety of the de ice .

and risk

- report to the TGA all those serious unanticipated device related
informed. For more information please see Adverse event rerart

e communicate rapidly to the TGA information that has a- img
of the device

Adverse-event reporting requirements for devic

Reporter

What needs to

be reported

Who to
report to

at format?

nde  ie SAS

rice .s expected

" the balance of its benefit

vers avents of which they have been

. ements.

tan earing on the benefit/risk assessment

su _iied under the SAS

Timeframe

Treating
Doctor

Spon-or

Any adverse TGA M edical Device As promptly as possible, to reach TGA
device event incident Report within 15 days
form
|
P
‘ Sp sor As required by As required by sponsor
sponsor
HREC (if As required by As required by HREC
applicable) | HREC
' ‘ous TGA Medical Device o fatal or life-threatening adverse device
|~ .anticipated Incident Report events—initial report within 7
adverse device form calendar days of first knowledge.
related events Complete report within 8 additional
calendar days.
e other serious unanticipated device
events, full report no later than 15
calendar days of first knowledge.
Other adverse | TGA Tabulation/Line | Onrequest by TGA
device events listing
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For reports to the TGA, the report should be clearly marked ‘SAS Incident' and sent to:

The Medical Officer
Clinical Section
Office of Devices Authorisation
Therapeutic Goods Administration
PO Box 100
WODEN ACT 2606
Australia

The Medical Device Incident Report form is available on the TGA website <http://www.tga.gov.au>.

More information

More information on the Special Access Scheme, including the forms to be completed, is availab! 2 > TGA
website.

Personal importation

Personal importation occurs when an individual:

e brings a medical device into Australia on their person
e arranges from within Australia for a device to be sent to them f= ~a.  Ccrseas supplier

The goods must be used by that individual or a member of” /he mp diate family and must not be sold or
supplied to any other person.

Individuals wishing to import unapproved devices for the. er' ,.al use should be aware that in many cases the
quality, safety and performance of the device ma: “e unknow... and they must therefore be prepared to accept
any risks associated with the use of the device. Ifa ~dividual suffers adverse consequences from using such
devices, information about the goods and redre- ~ma_ - difficult to obtain.

Where the device is classified as low-mediu: rf Kk .assIla) or higher, the quantity imported must not exceed
the amount required to deliver three mr= "hs' .ment using the device according to a treating medical
practitioner’s directions. The total qu' ity * 1ported per year must not exceed 15 months treatment using the
device according to a treating 1. :dica. ~< .oner’s directions. These supply restrictions do not apply to devices
used for long-term treatment, sc.  *a mp implant.

Individuals may import med.  devices without the goods being included in the ARTG where:

e thegoods are eithe .u. e Ly theimporter or a member of the importer's immediate family

e thegoodsdc _co.  .asubstance thatisa prohibited import under the Customs (Prohibited Imports)
Regulations ..

o thodev = t manufactured using tissues, cells or substances of animal origin that have been rendered
nur iavie - tissues, cells or substances of bacterial or recombinant origin

. de. ¢ either does notincorporate or is not intended to incorporate derivatives of human blood or blood
J A

l.. > case of a medical device that:

e issubject to Schedule 4—Prescription only medicines or Schedule 8—Controlled drugs, of the Standard for
the Uniform Scheduling of Drugs and Poisons (SUSDP)

e incorporates or is intended to incorporate a substance that is subject to either of those Schedules, the device
is acknowledged in writing by a State/Territory registered medical practitioner to be appropriate treatment
for the importer
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More information

More information on personal importation is available on the TGA website or contact the TGA:

The Medical Officer, SAS
Clinical Section
Office of Devices Authorisation
Therapeutic Goods Administration
PO Box 100
WODEN ACT 2606

Phone: 02 6232 8679
Fax: 02 6232 8785
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Part 3—Post-market
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Section 21. Changes to ARTG
Inclusions

This section to be drafted.
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Section 22. Post-market
vigilance and monitoring
requirements

Overview

Once a medical device has been included in the ARTG the device must continue to meet all the reg»™ ~ry, fety
and performance requirements and standards that were required for the approval.

The TGA, along with several international partners in the GHTF, have developed agreemen* d«  uments to
promote a harmonised approach to medical device regulation around the world. The GF™ ha. -oduced a
guidance document Medical Devices Post-market Surveillance: Global Guidance for Adv * e. ~t Reporting for
Medical Devices, which is available from the GHTF website at <http: //www.ghtf.or~>.

The TGA has mandatory requirements for all manufacturers and sponsors of - dicc  ~vices. These
requirements are intended to monitor information about medical devices so thc - ropriate action can be
taken. The requirements facilitate the systematic investigation of failures ..d/ecr ueviations in the way a device
performs, in an attempt to prevent an adverse event occurring again. F( ‘nfo aation about the corrective
actions that may be taken, please see Section 23. Recalls, suspensic®  aL. .ations and tampering of medical
devices.

There are four key stakeholders involved in improving outc. = tu. sers of medical devices:

e sponsors—who are responsible for the legal supply o. =d icein Australia
e manufacturers as defined in section 41BG ot Therapeutic Goods Act 1989 (the Act)
o the TGA—the Regulator

e users—consumers and health practitior.er w .0 by voluntarily reporting concerns with devices enable
issues to be identified and correct’ . ictio.. .0 be taken

The TGA has a comprehensive s.r~*eg, agoing monitoring and vigilance for medical devices, which includes
four major components:

e sponsor’s ongoing respoi. ‘lities
e manufacturer’son ing Hligations
e ongoingmor  “ing

e vigilanc: -adversc-event management
Sno: =0r'5 ongoing responsibilities

'r- ¢ ncesection 41FD of the Act, in applying to include a device in the ARTG, the sponsor has certified that:

«  ‘he products is a medical device

e itsintended purpose as stated in the application form has been ascertained from the manufacturer’s
instructions from use, advertising material, technical documentation, and/or project label(s)

o the device is correctly classified

e the information included with the application is complete and correct
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o the device complies with the Essential Principles and the manufacturer has available sufficient information
to substantiate that compliance with the Essential Principles or have procedures in place, including a written
agreement, to ensure that such information can be obtained from the manufacturer within 20 working days

e anappropriate conformity assessment procedure has been applied to the device

e the sponsor has available sufficient information to substantiate the application of those conformity
assessment procedures or have procedures in place to ensure that such information can be obtained from
the manufacturer within 20 working days

e any advertising material relating to the medical device complies with the TGA requirements—for more
information see Advertising in Section 12. Information about a medical device.

o the device does not contain substances that are prohibited imports under the Customs Act
e thedevice is not an excluded device

The sponsor has ongoing responsibilities once a device has been included in the ARTG.
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The Act requires that the sponsor will:

Requirement

Allow entry and
inspections of premises

Example(s)

allowing a person authorised by the TGA to enter
and inspect any premises, including outside
Australia, where the devices are manufactured or
located

while on the premises, to inspect the premises and
medical devices on the premises

to take samples of medical devices from the
premises

Legislative reference

section 41FN(1) of the
Act

Deliver samples upon
request

providing samples of the medical device to the TGA
upon request

Availability of information

access to the technical documentation that
demonstrates compliance with the Essentia’
Principles

access to the evidence that appropric  cor” rmity
assessment procedures have been ap, -
on request, provide this i~forr tior > the TGA

within specified timefrai.

A(2) of the

~ection 41FN(3) of the
Act

Advertising material

ensuring any advertisin, erial relating to the
medical devic. mplies with the TGA requirements

section 41FN(5) of the
Act

Report details of certain
incidents and
performance issues to the
TGA

Report any overseas
regulatory actions to the
TGA if the product
involved is fron> the s ne
batch or produ.  1ru..
that was supnliea
Australia

reports e’ nf accordance with the requirements
laid outiut’ » 7 1erapeutic Goods Act 1989 and the
Mer _(Dev._. Regulations 2002 and this guidance
do mes

section 41FN(3)(d) of
the Act

a. Jdverse event has occurred with a product in
another country and the ensuing investigation by
the manufacturer determines that a batch of the
product should be recalled. If the batch is supplied
in Australia the sponsor should notify the TGA of
the overseas action to determine if the same action
should occur in Australia

section 41FN of the Act

ort. ults of

in ‘gat.usns undertaken
the .anufacturer to
»TGA

Relay the results to the TGA of an investigation into
a returned sample associated with an adverse event
report

section 41FN of the Act

Assist the TGA and the
manufacturer in
investigations if an
incident occurs

Pass information to the TGA and the manufacturer
during an investigation of an adverse event

Assist in the gathering of information and samples
from the user

section 41FN of the Act
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Requirement Example(s) Legislative reference

Take corrective action e recall medical devices section 41KA of the Act

when necessary
e inform the public about medical devices that do not

comply with requirements

Maintain distribution e Regulation 8.1(b) section 41FO of th' Art
records for product
supplied in or exported
from Australia

e records of delivery to:

- distribution warehouses
- manufacturing sites
- retails outlets

Conditions imposed when | e  For ClassIII, Class AIMD, and Class IIb implantable < n 41r0(2) of the
medical devices are devices to provide annual reports for first three °t
included in the ARTG years that the device is available in Australia |

Distribution records

Under section 41FO of the Act sponsors of medical devices suppliedina 'exj rted from Australia are required
to keep distribution records of the medical devices to:

e expedite any recalls of batches of the medical devices
e identify the manufacturer of each batch of devices

Sponsors are not required to maintain records of *he indivi. asers of medical devices, however the sponsor
should have records of distribution centres, hosp. < and export countries the device has been supplied to.

Each sponsor is required to retain the distribu** ~re. 1s for their medical devices for:

e 10 years for Class AIMD, Class II], and C. .s< .It _.aplantable devices
o five years for all other devices

after the last product has been ai©  ‘bu rhese records, or copies of the records, must be provided when
requested by the TGA.

The Australian Code of Gond V. 'esaling Practice for Therapeutic Goods for Human Use, available on the TGA
website, sets out appro i« rocedures for wholesalers and/or distributors to ensure that there is effective,
efficient and safe hand 7. s rage and distribution of products. It is in the sponsor's interest to encourage their
wholesalers to ft v thio code.

Annualrep ¢s o1, .oblems—Class III, Class AIMD and implantable Class IIb medical devices

Inad. don. .ne enalties for failing to notify adverse events under sections 41MP, 41MPA,41MPB, 41MQ,
47 'Ro. ~Ac.chevigilance provisions, it is a condition of inclusion in the ARTG (section 41FN) that the
spc ot .nedical device that is:

an: .MD
o (lassllI
e implantable Class IIb

provides three consecutive annual reports to the TGA following inclusion of the device in the ARTG (as specified
in 5.8 of the Regulations).

Annual reports are due on 1 October each year. Reports should be for the period 1 July to 30 June.
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The first report following the date of inclusion in the ARTG must be for a period of at least six months but no
longer than 18 months. If the information is limited to the time the device has been on the Australian market
because it hasn’t been supplied elsewhere, this should be stated in the report. Subsequent reports are to be
provided on 1 October for a further 2 years.

The annual report must include all complaints received by the manufacturer relating to problems with the use of
the device that have been received by them over the year.

Complaints received by the manufacturer relating to the use of the device, including its supply under a different
name, in other countries where the device is available must also be included.

These reports are reviewed by the TGA and any issues arising will be discussed with the sponsor.

Note: Sponsors of products that have been transitioned to an inclusion, which were previously register~ a.
were on the ARTG for three years prior to transitioning will have already submitted Annual Reports fo.  ~se
devices as it was a condition of registration. Annual Reports will not be required for products tha" thos
criterion. This should however be noted in Annual Reports to pre-empt enquiries from the TGA

If the device is included in the then an annual report

ARTG

before 1 April is due in October of that year for information - 1 July of the preceding year
to 30 June

after 1 April will not be required until 1 Octc’ 2 luuowing year

Examples—annual reports of problems with high-risk ewv1

A Class IIb implantable device is approved for ins sion in thie ..RTG on 10 March 2007. The first annual report
will be due on 1 October 2007 and should cover ti.  "=tails for the device for the period 1 July 2006 to 30 June
2007. Even though the device has only been av-"'ab..  Australia since 10 March, if the device has been
available in other countries prior to 10 Mar¢”™ tk = nort must include details of any problems reported to the
manufacturer for the period 1 July 2006 to 30" nr .007. The second and third reports are due on 1 October
2008 and 2009 respectively.

A Class IIl medical device is apy oea i+ .usion in the ARTG on 10 May 2008. The first annual report will be
due on 1 October 2009 and sho>l..  ver wne details for the device for the period 10 May 2008 to 30 June 2009.
The second and third reports educ a1 October 2010 and 2011 respectively.
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What the sponsor should include in the annual report

e ARTGno

e Product name

e Model no(s)

e Number supplied in Australia

e Number supplied world wide (Numbers should include devices that are the same but supplied under a
different name in another jurisdiction)

e Number of complaints in Australia

e Number of complaints world wide

e Number of adverse events and incident rates in Australia (Rate= No. of events/ No. Suy 1x . uJ = Rate%)
e Number of adverse events and incident rates world wide

e  Alist of the more common complaints and all of the adverse events

e Device Incident Report (DIR) number of those adverse events reported to.  Tf -,

e Regulatory/corrective action/notification by manufacturer

An example of how this might be presented is shown below:

ARTG # Product name Model # # supplied H ed # of complaints  # of Adverse
Aus orld Wide Aus WW Events
Aus WW
123456 Knee ABC 123 200 8000 32 2
prosthesis— |
femoral
component

Type of Percentage in Percentage TGADIR # Regulatory

complaints Australia world Wide action

Adverse events

loosening ‘ . 0.025% DIR 12234 Nil

Re,  *ssi. 'dbe submitted to <iris@tga.gov.au> where possible. Otherwise, they may be sent to:

Annual Reports
The Coordinator
Medical Device Incident Report Investigation Scheme (IRIS)
Therapeutic Goods Administration
PO Box 100
WODEN ACT 2606

Facsimile: 02 6203 1713
Telephone: 1800 809 361

Australian Regulatory Guidelines for Medical Devices, Section 22. Post-market vigilance and Page 293 of 337
monitoring requirements
V1.1 May 2011


mailto:iris@tga.gov.au

Manufacturer’'s ongoing obligations

Manufacturers have ongoing legal obligations for medical devices that they manufacture that are supplied in
Australia. These obligations are outlined in full in the therapeutic goods legislation.

As part of the approval process to market a medical device in Australia a manufacturer must sign an Australian
Declaration of Conformity. The Australian Declaration of Conformity states which conformity assessment
procedures the manufacturer has chosen to use to demonstrate that their medical device meets the Essential
Principles. The ongoing obligations for a manufacturer vary depending on which conformity assessment
procedures they have used. Full details of the ongoing obligations for each of the conformity assessment
procedures are in Schedule 3 of the Therapeutic Goods Regulations (Medical Devices) 2002 (the Regulatior~"
These surveillance activities are a critical part of the manufacturer’s overall quality manufacturing syst= .

Requirement Example(s)
Manufacturer e technical documentation that demonstrates the conformity of 20w 3 of the
must maintain their devices with the Essential Principles Re. 1tions
appropriate ) ) )
records e evidence that an appropriate conformity assessment ‘
procedure has been applied
e the Australian Declaration of Conformity
e details of any post-market activities undertal 1aft the
device was supplied in Australia
e details of any changes or variatic sto ede ceand/or
quality management system—for  re.  .mation, please
see Section 21. Changes to ART nc. ‘ons.
e any notice, report, cer* Sicate or o....« document in relation to
the quality managemel. stem issued to the manufacturer
by the TGA
e foralldevicesthe .a” :1 .. Class I non-sterile and non-
measuring:
e deta’ .oft. m2 ifacturer’s quality management system
e the( sig -roduction process and intended performance of
th.  ~dica: device
< 1 serecords must be kept for a minimum of 5 years after the
r» aufacture of the last medical device. On request from the
1'GA, the manufacturer must make the records available to the
TGA
irpler nt unless covered by the exemption rules, notify the TGA or the Schedule 3 of the
PO o) sponsor, as soon as practicable after becoming aware of: Regulations
r “0 apply . . .
iy Ne_essary - information rellfatlng to tetert N
-
-ective action a;lly ma u.nc.tlon or efterloratlonflnht g .
in relation to the c ar.acterlstlcs or performance o the levice
desi =  any inadequacy in the design, production,
esign or , } :
: labelling or Instructions for Use of the device
production of a . .
devi =  any use in accordance with, or contrary to,
evice .
the use intended by the manufacturer of the
kind of device
that might lead, or might have led, to the death of a patient
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Requirement Example(s) Legislative reference

or a user of the device in Australia, or to a serious
deterioration or serious injury to his or her state of health.
For more information, please refer to Vigilance in this
section

- information relating to any technical or medical
reason for a malfunction or deterioration that has
led the manufacturer to take steps to recover
devices that have been distributed

- systematically review information gained after the
device was supplied in Australia. Information can
come from many sources, for example:

= Expert user groups

= Customer surveys

=  Customer complaints and warranty claims

=  Service and repair information

=  Literature reviews

= User feedback other than complaints

=  Device tracking and registrationr.  te’ ,

=  Userreactions during trainin~  ogre .

=  Adverse event reports from sers  -ovided
by the TGA

Please note: Even though a certified quality system is not 2d for manufacturers of Class I medical
devices (non-sterile or non-measuring), the mai.  <turer is still required to have an ongoing
surveillance system established, in accordance wit..  ~use 6.5 of Schedule 3 of the Therapeutic Goods
Regulations (Medical Devices) 2002.

Manufacturers must also notifv' .e T\ of + ostantial changes to the design, intended performance or quality
management system of the devic.  ~r..._.e information on changes, please see Section 21. Changes to ARTG
Inclusions.

Ongoing moni*~ri. 3 of compliance by the TGA

Ongoing monito 0oy . .GAisa series of activities carried out to ensure that regulatory compliance and
safety of the mea.c. e -ices continues after supply to the Australian market.

Monitering' ¢t »s may include:

e ~rev sof chnicaland clinical information to ensure that compliance with the Essential Principles and
nfo. 'ty assessment procedures is demonstrated

tes. .g to confirm compliance with the Essential Principles
e _.aspections of manufacturer’s or sponsor’s records and documentation
e on-site testing of medical devices or taking samples for off-site testing
e audits of distribution records

e audits of the traceability of raw materials used in the manufacture of therapeutic goods and tracking of
component parts

e trend analysis and reporting to sponsors
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The TGA may take corrective action in accordance with the legislation if problems are found, such as:

e sponsors and/or manufacturers not fulfilling their regulatory responsibilities
e safety concerns about a medical device
e certifications made in the device application are incorrect or no longer correct

For more information, please see Section 23. Recalls, suspensions, cancellations and tampering of medical
devices.

Post-market reviews for medical devices

Post-market reviews support the inclusion in the ARTG process for medical devices, which includes both
random, flagged, and targeted reviews.
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There are three levels of post-market reviews for medical devices:

Level Reason for the Review Scope Objectives of the Review
Flagged restricted word used in GMDN check accuracy and
online eBS application i
(Class 1) PP Intended Purpose of the .con51ster.1cy of ARTG
: o information
device as specified by the
manufacturer check appropriate
Classification classification
Targeted Targeted based on: Flagged, Random + any or check accuracy and
All all: consistency of APTG
( e outcomes of Flagged . <y
Classes) ) . information
review e Manufacturer audit
reports check a T
e recurrent breaches of classi® F do '
advertising code e TGA laboratory testing :
. . re rav. .iable
e repeated device test e Manufacturer audit ' . .
; -ui. atation for potential or
failures . ) P
e clinical evidence o . isks of safety and
activity/advice e Manufacturer’s
Evidence certifications in device
e trends from problem application remain correct
reports e technical file _ _
sponsor is meeting the
e random reviews e sterilisat.  -an. _on conditions of inclusion
eviden: (w.
e unresolved/repeated approp, manufacturer shows
recalls compliance with the Essential
° tters certified in the Principles
e manufacturer audit de - application
reports
e notice from
manufacturer/sp( sor
e implantregisu
e particulai vdsinthe
inter UL use
e on o3
Random R~ndo.ur on ARTG inclusion | Flagged check accuracy and
(Clas 1 e labels .con51ster.1cy of ARTG
information
Instructions for Use I
° check classification
e Australian Declaration appropriate
of Conformity
e manufacturer’s
advertising material

Please note: it is important to be aware that any advertising material submitted is not assessed for compliance
with the advertising requirements, but is only used to assist with clarifying the manufacturer’s intended purpose

for the device
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If an application is inconsistent with the definition of a Class I device:

o for Flagged reviews, sponsors will be sent a section 41]JA letter requesting the Australian Declaration of
Conformity, which will be reviewed and either accepted or

- the sponsor will be issued with a proposal to cancel letter with 10 days to respond

Vigilance
The purpose of medical device vigilance is to improve the health and safety of patients, users, and others bv
reducing the likelihood of adverse events being repeated. This can be achieved by:

e evaluating reported adverse events

e disseminating information that could be used to prevent or minimise the consequences ofa ‘¢ ,e vents,
where appropriate

¢ modifying the medical device
e removing the medical device from the market

Action is undertaken by the TGA and the sponsor and/or manufacturer afterz 'va. >ecomes aware of
information about a medical device supplied in Australia, such as:

e adverse event reports
e malfunctions

e results of testing

e any other information

The manufacturer and sponsor must inform the " of all reportable adverse events, within the appropriate
timeframes. They must also ensure timely and app.  viate action is taken.

To improve the monitoring of the performar :¢  ~=dical devices supplied in Australia, the TGA encourages the
reporting of adverse events by users of devicer

Vigilance exchange

Through various Mutual Recogni’ 1A, _.inents for medical device regulation and its participation in the Global
Harmonization Task Force (GF F), TGA has an obligation to exchange vigilance information with overseas
regulatory agencies. Inform.. 1 will be exchanged on incidents and events where:

e corrective action,i” .« garecall, is to be taken

o thereisase ST he safety of patients or other users, but where the corrective action is still being
determined.
The TCAw' ¢ It the sponsor when preparing a vigilance report to be sent to other regulatory agencies. It is

the resr nsiwwt)i* of the sponsor to ensure that the manufacturer is aware of the TGA vigilance report, and that
a.  om. tsthatare made by the manufacturer are passed on to the TGA for consideration. The TGA will only
cor - ch..nges that address inaccuracies in the report.

Tulatury agencies generally use discretion where a manufacturer takes corrective action that is not considered
te  essential to protect the safety of patients or others. Examples of this are minor improvements to current
devices and updates of user information. In the case of doubt, however, a regulatory agency will generally
disseminate information.
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Who is notified when there is an issue with a medical device?

Issue identified with a Who receives advice about Who else must be told?
medical device the incident?

By user Sponsor Manufacturer

—all reports
e consumer

e health
professional

TGA—only if it
meets th .

criteria f
Other sources rer  bi

a’ rse nt
manufacturers

overseas Manufacturer
regulators
Sponsors

_ponsor—all
reports

The sponsor is legally responsible for the supply of thedev. ‘n. *= .3, including the receipt and handling of

complaints and adverse events. The sponsor may receive ¢ aports from users, the TGA, the manufacturer or
other sources, e.g., literature, consumer bodies, professiot  bor . 5. The sponsor must forward copies of all
reports to the manufacturer and copies of all repr~table adv ~ _ event reports to the TGA.

The manufacturer must maintain records of any pi "~ms/incidents that occur involving a medical device that
they manufacture that is supplied in Australia ~m. Jfacturer must inform the sponsor of any reports from
users or other information that indicates the :i . >ssible problem with a device supplied in Australia.

The TGA must be notified of any incide ¢hat  _ur in Australia and that are considered adverse events (please
see below for an explanation of vvhat' con: lered an adverse event). The TGA will forward details of incident
and the device in the reports froo “se. .1e sponsor of the device.

Reportable adve  ie v vents

Any event that meetst’ ee. sicreporting criteria, even if it does not involve a patient or user, should be
reported to the T "2

e anadverseeve. > ~occurred

e th-ma ¥ . er’smedical device isassociated with the adverse event

e “he( ticdtoor mightlead to (often referred to as a near adverse event) death or serious injury, or might
1to cath or serious injury if it were to occur again
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An adverse event is an event that led to:

e death

e aserious injury or serious deterioration to a patient, user or other person, including

- alife-threatening illness or injury

- permanent impairment of a body function

- permanent damage to a body structure

- acondition necessitating medical or surgical intervention to prevent permanent impairment of a bod -
function or permanent damage to a body structure

A ‘near adverse event’ is an event that might have led to a death or serious injury. It may be that due to t’
timely intervention of a healthcare practitioner a death or serious injury did not occur. For an eventtr
defined as a near adverse event, it is sufficient that:

e anevent associated with the device happened

o ifthe event occurred again, it might lead to death or serious injury

e testing or examination of the device or the information supplied with the device, " sc.

ific literature

indicated some factor that could lead to a death or serious injury.

Typical adverse events are as follows:

Event or cause of an adverse
event

Malfunction or deterioration in
the characteristics or
performance of a medical
device

Description

Failure of a device tops »rr. »ac rdance with its intended purpose when
used in accordance with Me. _.acturer's instructions

Please note: intendedp  nos 1eans the intended use according to the data
supplied by tk* manufac... _r on the labelling, in the Instructions for Use
and/or in adve  “ing materials

Inadequate design or
manufacture of a device

Designc 1 . “cturing of a device is found deficient

Inaccuracy in the labelling,
Instructions for Use and/or
promotional materials

Significant public hez 1
concern

I v _ies include omissions and deficiencies

issions do not include the absence of information that should generally be
ki.own by the intended users

Can include an event that is of significant and unexpected nature that
becomes a potential public health hazard, for example, human
immunodeficiency virus (HIV) or Creutzfeldt-Jacob Disease (C]D)

the TGA, the sponsor, or the manufacturer may identify these concerns

T
av ~le

mation becoming

Can include:

e information from the literature or other scientific documentation
e theresults of testing performed by the manufacturer on its products

e reports from the user prior to the device being used on the patient

Reporting incidents with medical devices

The act of reporting a problem is not an admission of manufacturer, sponsor, user, or patient liability for the

event or its consequences.
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Only adverse events that occur in Australia are required to be reported to the TGA. Adverse events that occur
overseas for devices supplied in Australia do not need to be reported to the TGA. However, records of these
events should be available if requested. Also, any remedial action that arises overseas for devices supplied in
Australia should be reported. For more information, please see Section 23. Recalls, suspensions, cancellations
and tampering of medical devices.

The reporting requirements for sponsors are conditions on the inclusion of medical devices in the ARTG.
Breaching conditions of inclusion may lead to suspension or cancellation of the device from the ARTG (section
41G of the Act), as well as constituting a criminal and civil offence (section 41MN of the Act).

The sponsor is responsible for forwarding reports of all incidents to the manufacturer for assessment under
manufacturer's surveillance system.

Please note: There are exceptions to the requirement to report, which are outlined over the followina
pages.

It is possible that the sponsor will not have enough information to decide if the problen .. -1d ve reported to
the TGA. This judgement may be difficult when there are multiple devices involved. & spo. >or should make
reasonable efforts to obtain additional information to assist in making this decisic = 'n. zssing the link
between the device and the event, the sponsor should take into account:

. the opinion, based on available information, from a health profe onai

e information concerning previous, similar events

e  other information held by the sponsor
In complex situations, it should be assumed that the device was a° oc: d with the event. If there is any doubt
about whether a report should be submitted, the reportsh:.  1b.  hr tted.

Where possible, the manufacturer should consult with the ,e:  1/or medical practitioners or other healthcare
professionals involved, and do their utmost to retrieve the =+ ular device.

Please note: Although it is the manufacturer who i.  * assess an incident, the sponsor will be held
accountable for forwarding information con~ g« .nts to the manufacturer and then for forwarding
the results of any analysis to the TGA. Ther .r j. .rer must advise the sponsor but can also advise the
TGA directly.

Reporting of events or near evc .ts . ‘sersis voluntary. The TGA promotes and encourages users to report but
cannot enforce reporting by . s. Device users are encouraged to report events associated with the use of a
medical device to either’ m0. urorthe TGA.
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Examples of reportable adverse events

e The premature revision of an orthopaedic implant due to loosening or fracture

e Aninfusion pump stops, due to a malfunction, but fails to give an alarm. The patient receives an under-
infusion of needed fluids

e During the use of an external defibrillator on a patient, the defibrillator failed to deliver the programmed
level of energy due to a malfunction

e Anintravenous set separates and the comatose patient’s blood leaks onto the floor, resulting in significa
blood loss

Examples of reportable adverse events involving public health concerns

e Fatigue testing performed on a commercialised heart valve bioprosthesis demonstrates prem-  ~te  re,
which would indicate that a risk to public health could occur

o After delivery of an orthopaedic implant, errors were discovered in heat treatment rec “ai>uig questions
about the effectiveness of the implant’s materials that would create a risk to public’  th

e A manufacturer provides insufficient details on cleaning methods for reusable suy_  ~liistruments used in

brain surgery, despite the obvious risk of transmission of CJD

Please note: A definition of what represents a serious threat to public hec™ can v. ,ound in Part 5,
Division 5.2, Regulation 5.7 (2) of the Therapeutic Goods (Medical Devic 1 Re lations 2002.

Exemptions from reporting adverse events to the

There are eight exemption rules that can apply (see table. xe .ption rules overleaf). However, these rules do
not apply when:

e adevice, event or issue specifically identified b, = TGA as an issue that requires close monitoring—
sponsors of devices that are affected will” = *ific . by the TGA when this occurs

e anadverse event normally subject to a rey -+ 1g exemption, where a change in trend (usually an increase in
frequency) or pattern is identifiec

e adverse events associated wi* us.  or, as the TGA may use this data to identify trends with similar
products that may lead to co. endations for:

e corrective action for theac =
e revising the !abell: -or structions for Use
e identifyinga 1 for increased user education.

If amanufa: ur~ <clieves an exemption rule applies to reporting an adverse event, the reasons for not reporting
the ev _p*sh_.ud! : documented.
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Exemption Rules from reporting adverse events to the TGA

Rule Exemption Rule
No.

Examples of adverse events e

m reporting

Deficiency of a new device found by the user prior to its use

Regardless of the existence of provisions in the Instruction for Use provided by the
manufacturer, deficiencies of devices that will be always detected by the user and
where no serious injury has occurred, do not need to be reported.

Please note: If the device is used the exemption does not apply—the event must be
reported.

A user performsan. -+ .ntest (standard procedure) prior to
inserting thet . = catheter in the patient as required in the
instruction use . .companying the device. Malfunction on
inflatior.  de.. ied. Another balloon is used. Patient is not
injur:

Su ‘es . sle-use device packaging is labelled with the caution
do1.  use if package is opened or damaged’. Open package
s sare discovered prior to use, device is not used.

An intravenous administration set tip protector has fallen off
the set during distribution resulting in a non-sterile fluid
pathway. The intravenous administration set was not used.

Adverse event caused solely by patient conditions

When the manufacturer has information that the root cause of th.  ‘verse event is
due to patient condition, the event does not need to be repor* = Ti.  conditions
could be pre-existing or occurring during device use.

To justify not reporting, the manufacturer should hav- {ori  on available to
conclude that the device performed as intended and d n cause or contribute to a
death or serious injury. A person qualified to ..17"e ¢ ~ cal judgement would
accept the same conclusion.

An orthopaedic surgeon implants a hip joint and warns against
sports-related use. Patient chooses to go water skiing and
subsequently requires premature revision.

The early revision of an orthopaedic implant due to loosening
caused by the patient developing osteoporosis.

A patient died after dialysis treatment. The patient had end-
stage-renal disease and died of renal failure.

Service life of the medical device

The service life is defined as ‘th= tim¢ +us e thata device is intended to remain
functional after it is manufactu.  plac . into use, and maintained as specified’.
The service life must be specifiea  ** : device manufacturer and included in the
master record (technical £ _).

When theonlyca  for. adverse event was that the device exceeded its service
lifeand the: 'w . > isnotunusual, the adverse event does not need to be

Loss of sensing after a pacemaker has reached its end of life.
The elective replacement indicator has shown up in due time
according to the device specification. Surgical explanation of
pacemaker is required.

A drill bit was used beyond the end of its specified life. It
fractured during invasive operation. Operation time was
prolonged due to the difficulty to retrieve the broken parts.
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Exemption Rule

reported.

Assessment of whether an event is exempt from reporting under this rule must be
based on the information in the master record, on the label or in Instructions for Use
for the device.

Examples of adverse events exe

Protection against a fault functioned correctly

Adverse events that did not lead to serious injury or death, because a design feature
protected against a fault becoming a hazardous situation (in accordance with
relevant standards or documented design inputs) do not need to be reported.

e Anin  ‘on_ .mp stops, due to a malfunction, but gives an
ar vop. 2alarm (for example, in compliance with relevant
sta. .s) and there was no injury to the patient.

VM roprocessor-controlled radiant warmers malfunction and
_vovide an audible appropriate alarm, in compliance with
relevant standards and there was no injury to the patient.

e During radiation treatment, the automatic exposure control is
engaged and the treatment stops. Although the patient
receives less than an optimal dose, the patient is not exposed
to excess radiation.

Remote likelihood of occurrence of death or serious in’ ¢y

Adverse events that could lead, but have not yetled, to “~atk - erious injury, but
have a remote likelihood of causing death or serious gurv and which have been
established and documented as acceptable af. . risk  se nent do not need to be
reported.

If an adverse event resulting in death or se.
reportable and a reassessment of the ri=" "~ nu
that the risk remains remote, previov rep
not need to be reported retrost ~'ve T
of the same type must be docur ~d

s injury occurs, the adverse event is
ssary. If reassessment determines
s of near incidents of the same type do
.1sions not to report subsequent failures

Please note: A change intb o 4 (usually an increase in frequency) of these non-

The manufacturer of a pacemaker supplied to the market identified
a software bug and determined that the likelihood of occurrence of
a serious injury with a particular setting is remote. No patients
experienced any adverse health effects.

The manufacturer of blood donor sets obtains repeated complaints
of minor leaks of blood from these sets. No patient injuries from
blood loss or infections of staff have been reported. The chance of
infection or blood loss has been re-evaluated by manufacturer and
deemed remote.

serious outcomes v ,tbe  _or :d.
Expected and for  ~alL  side effects that are documented in manufacturer’s | A patient receives a second-degree burn during the use of an
Instructio. > . s. labelling external defibrillator in an emergency. The risk assessment
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Exemption Rule

Side effects that are clearly identified in the manufacturer’s labelling or are
clinically well known as being foreseeable and having a certain functional or
numerical predicability when the device was used as intended need not be
reported.

Some of these events are well known in the medical, scientific, or technology fields.
Others may have been clearly identified during clinical investigation and labelled by
the manufacturer.

Documentation, including the risk assessment, for the particular side effect shov’
be available in the device master record prior to the occurrence of advers: ~ver
The manufacturer cannot conclude in the face of events that they are fores.  ™le
unless there is prior supporting information.

Examples of adverse events exe

documents that suchab’ .. .sb.cnaccepted in view of the
potential patient benefi * .z varningis provided in the
Instructions for Use. ™e.  aency of burns is occurring within
range specified i~ 1e . -ice master record.

Apatientha:  un irable tissue reaction that is previously

knownar doc ented in the device master record.
Apatl “wi .asamechanical heartvalve developed endocarditis
ter 2a1.  erimplantation and then died.

ace’ :ntof central line catheter results in an anxiety reaction
a.  aortness of breath. Both reactions are known and labelled
ide effects.

Adverse events described in an advisory notice

Adverse events that occur after the manufacturer has issued = ~dv. -y notice
need not be reported individually if they are specified inth- ar . Advisory
notices include removals from the market, corrective actions 'n product recalls.
The manufacturer should provide a summary report .. conueat and frequency of
which should be agreed with the TGA.

A manufacturer issued an advisory notice and undertook a recall of
a coronary stent that migrated due to inadequate inflation of an
attached balloon mechanism. Subsequent examples of stent
migration were summarised in quarterly reports required for the
recall action and individual adverse events did not have to be
reported.

Reporting exemptions granted by the TG

Upon request by the sponsor, common ~

exempted by the TGA from reporting’ "cn
case basis.

w.  locumented events may be
ged to periodic reporting on a case by
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Timeframes for submitting adverse event reports to the TGA

The reporting requirements are conditions on the inclusion of medical devices in the ARTG. Breaching
conditions of inclusion may lead to suspension or cancellation of the entry from the ARTG as well as constituting
a criminal offence and/or resulting in a civil penalty.

From the Therapeutic Goods Act 1989...

5.7 Conditions applying automatically — period for giving
information about adverse events etc (Act s 41FN)

For paragraph 41FN (3) (d) of the Act, the period in which a person in
relation to whom a kind of medical device is included in the Register
must give information of a kind mentioned in subsection 41MP (2) of
the Act to the Secretary is:

a. iftheinformation relates to an event or other occurrenct 1t
represents a serious threat to public health — 48 h Afte.
the person becomes aware of the event or occurr  'e; .

b. ifthe information relates to an event or other :u»  ce that
led to the death, or a serious deterioration ‘n ti.  ‘ate of
health, of a patient, a user of the device, or.  *he. person —
10 days after the person becomes awa. ft) . zvent or
occurrence; and

c. iftheinformationrelatestoane nto )ther occurrence a
recurrence of which mightleadt. - cath, or a serious
deterioration in the state r ... h, of a patient, a user of the
device, or anotherr son -3( ays after the person becomes
aware of the evento»  ~wi. .ce.

Details to be included in an adverse e.e t cport
There are two report forms available © . the "GA website:

e Medical device adverse event ‘oo | by medical device users—for use by medical device users (clinicians,
patients or their relatives. c)  =eport any suspected problems with a medical device that has or may
present a health hazard.  nical problems include deficiencies in labelling, Instructions for Use or packaging,
defective componern*  ~ri. iance failures, poor construction or design

e Medical devi-e~dv =e  entreporting by medical device manufacturers and sponsors—to be used by
medical devi  monsu:s, manufacturers or their authorised representatives for mandatory reporting of
adverse evonts . -lated with a medical device

Ther ort _a¢ 1ot be unduly delayed if the information is incomplete. It is important to get this process
up'erw  as2 tional information can always be provided later. It may also include a statement to the effect
the ere_ -tis made by the manufacturer and sponsor without prejudice and does not imply any admission of
li" . ’artheincident or its consequences.
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If a person is not able to access the forms on the TGA website, they should ensure that the report includes the
following details:

e the sponsor's:

- name
- address

- contact person

- telephone number
- faxnumber

e the date when the incident came to the knowledge of the:

- manufacturer
- sponsor

e information about the device including the:

- kind of medical device

- commercial name

- catalogue number

- ARTG number

- model number

- serial number

- batch number

- lot number

- software version (if applicable)

if implantable, date of implant and if applicable, date of  xple
e any associated devices and/or accessories involvedin© . ‘dent
e the known details of the event, including the Aate and L (toruser outcome

e the current known location of the medical dev:  mvolved in the event

e the contact point of the user where the ¢ :r  -urred. The patient’s full identity should not be reported. The

contact point need not necessarily be a pe: or who actually witnessed the event. It is recommended that
health care facilities have a contac” __rsen.our all reported events

e any manufacturer and sponse  co. S

e theaction taken or propr © dacu .and timeframe

e astatementof whet”  “he. .nufacturer and sponsor are aware of the same type of events having an impact

on the currentrep t. T, statement should include the:

- names of other regulatory authorities to which these events have been reported
- datecfherc. s
- _nun e imilar events

- ramoere Jevices supplied
1. of sumilar events, if available
any cher countries in which the medical device is known to be on sale or supplied
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Reports should be submitted to <iris@tga.gov.au> where possible. Otherwise, they may be sent to:

The Coordinator
Medical Device Incident Report Investigation Scheme (IRIS)
Therapeutic Goods Administration
PO Box 100
WODEN ACT 2606

Email: <iris@tga.gov.au>
Facsimile: 02 6203 1713

Telephone: 1800 809 361

Access to medical devices involved in adverse events

Where possible, a manufacturer, through a sponsor should consult with the medical device nser. = .he event
before a report is submitted to the TGA. The manufacturer may also wish to have access to ..  =dical device
involved in the event to help decide whether the event should be reported to the TGA. € cce s would be at
the discretion of the user or healthcare facility concerned, but they are encouraged t¢  <ist ¢ manufacturer to
determine the root cause of the incident.

If the manufacturer has access to the medical device, and the initial assessmei.  ~cl . .ing or decontamination
process will involve altering the device in a way that may affect subsequer” aal, ,the manufacturer should,
through the sponsor, inform the TGA before proceeding.

Where the healthcare facility sends the medical device directly to t* %A, _device will be inspected and its
condition recorded and described. The TGA will not carry ortany est. ctive testing without consulting both
the:

e manufacturer, through the sponsor, of the medical de’ e
e healthcare facility or reporter.

On completion of the examination the medical davic. ‘1l generally be sent to the manufacturer, again through
the sponsor, for their analysis provided the b .11 re.acility consents. The TGA encourages release of the
medical device to the manufacturer so that t..e” cz . complete their analysis.
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What the TGA does when it receives an adverse event report

TGA undertakes Initial
Risk Assessment and
logs report in database

Y

Reports discussed by
Incident Report
Evaluation Committee

Investigation
undertaken

Investigate?

Y

Report outcome and
recommendations to
the reporter and the

_og in database and
monitor trend

Y

Report Outcome to
the reporter and the
sponsor

Y

Report closed

sponsor |
Referred to ¢ 4reas
ofth” 1+~ “necessary

{
\
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The following is a summary of the key components of the TGA'’s strategy for investigating incident reports:

e Urgent, serious reports are reviewed and addressed as soon as possible by the TGA.

e A npanel of scientific, engineering, and clinical experts assesses all reports. The panel determines what level
of investigation will take place

e Isolated incidents or problems with a very low clinical risk and no impact on device performance are not
usually investigated

e When a report is investigated the person who is investigating will contact the company responsible for {
device and work with them to resolve issues

e Reporters’ details are treated as confidential. Both the reporter and the supplier are informed of t -
outcome of the investigation

e Allreports are entered into a database so that a trend analysis can be conducted and are eas 7 <f- enced in
the future

The outcome of an investigation may include one or more:

o referral to other areas of TGA for regulatory actions, such as auditing of the manu.  re.
o recall of the devices to:

e remove the devices from supply in Australia

e allow correction at the user’s site

e theissue of a Safety Alert where there is a need to reinf-rcet :me ifacturer’s Instructions for Use to those
responsible for the use of the device or those affectedb, =L .m

e productimprovement for problems that are not safet, -=lal - carried out by the manufacturer
e reportinthe TGA News, on the TGA website ~ 1/or appropriate journals

For more information on these actions, please~ Sec 2 23. Recalls, suspensions, cancellations and tampering
of medical devices.

TGA testing of devices

Medical devices involved in an- .vert ~ver may be sent to the TGA for testing. The TGA accepts devices that
are contaminated. The TGA cantc  ~rv._ually inspect all medical devices, although there are some devices for
which the TGA cannot do a cen slete amination as the equipment available for some of the tests is specific to
the device manufacturer. The ~A will, however, test or examine the device as much as it is able, and, if granted
permission by the repor ~e v .vice will be sent to the manufacturer for further testing. Analysis of the
manufacturer's testing rec red by the TGA as part of its investigation of the adverse-event report.

Itis importanttk  sers keep the device after submitting a report, until the TGA has contacted them to advise
whether the d-—~ice.  .id be sent to the TGA or the sponsor/manufacturer.

Pleass efe. .t 'GA website <http://www.tga.gov.au> for instructions on how to send a medical device to the
TGCA—L  ~vles . testing - Protocol for sending medical devices to the TGA for testing.
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Section 23. Recalls,
suspensions, cancellations,
and tampering of medical
devices

Overview

Once a medical device has been approved for supply in Australia the device must continue .. ~tall the
regulatory, safety and performance requirements and any applicable standards.

If there is a problem with a medical device or the way in which it is being used, the spc >rand manufacturer
will first conduct an analysis and make a decision on the appropriate action. One 0.  =se .ctions may require
notifying or obtaining further advice from the TGA. Some actions that may nee  ~b: .ken could include to:

o follow corrective actions / preventive actions procedures under the  .unser/manufacturer's quality
management system or for Class 1 devices follow the post-marketr  1ire .ents under Part 6.5, Schedule 3
of the Therapeutic Goods (Medical Devices) Regulations 2002

e inform the users of the device
e make corrections to the device
e remove the device from the market

As a regulator, the TGA has established procedures: he ongoing monitoring and vigilance for medical devices
supplied in Australia. This includes a range o” s¢  "“ies ror the inappropriate supply of medical devices.

Recalls of medical devise:

If the sponsor or manufacturer s ~nt. .cdng any of the following:

e correcting product on thr + arkc
e removing productfr- “he .rket, or
e advisinguse =rfa - with a medical device

contact the Austrai. T >call Coordinator at the TGA via 02 6232 8636 or email <recalls@tga.gov.au> for advice.

When then =7 1recall of a medical device supplied in or exported from Australia has been established, the
sponsur ~f tue ¢ cted device is responsible for the recovery of the devices. There are two key types of recalls:

. ~rec 1, which may involve temporary removal from the market or from use
pei. .anent removal of deficient medical devices from the market or from use

Mc . recalls are conducted on a voluntary basis. Where recall is refused, or is not carried out satisfactorily, the
TGA may order a mandatory recall. Failure to comply with such an order may result in substantial fines.

The Therapeutic Goods Act 1989 (the Act), in conjunction with the Trade Practices Act 1974, provides the
legislative basis for recalls of therapeutic goods. Recall provisions can be applied under section 41KA of the Act
when:

e the medical device does not meet the Essential Principles

e conformity assessment procedures have not been applied to the medical device
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e the medical device has been illegally supplied
e the medical device has been cancelled or suspended from the ARTG.

In addition, in accordance with section 42V of the Act a recall may be conducted where therapeutic goods have
been or could possibly be, subject to actual or potential tampering,.

The Uniform Recall Procedure for Therapeutic Goods (URPTG), available on the TGA website, provides detailed
information about the action to be taken by health authorities and sponsors when medical devices available in
Australia are to be removed from supply or use, or are subject to corrective action

The sponsor has the prime responsibility for implementing recall action, and for ensuring compliance with ti .
recall procedure at its various stages. However, no recall, regardless of level, should be undertaken with-
consultation with the Australian Recall Coordinator and without agreement on the recall strategy.

The role of the TGA is to assist the sponsor by:

e advising the sponsor immediately of problem reports with medical devices that may necess.  :r _all

e  where there may be a hazard to the user, providing expert advice on the classificatic= nu el of recalls.
More information on classifications and levels of recalls in Australia is provided It .. ™is section

e providing advice and assistance in relation to letters, advertisements and rec.  ~tr.. ies

e notifying agreed third parties, such as state/territory health departments,  r< csregulatory agencies, the
Australian Competition and Consumer Commission

e monitoring the overall action

e considering and reaching agreement with the sponsors ~ecal roc s orin serious situations to mandate a
recall. Appeal provisions will apply with a mandated re.  an .1d be provided

Please note: A Hazard Alert may be issued by the sponsor, ° »Jlantable medical devices where it has
been proven that there is no stock to be recalle.. ~  all affected devices are already implanted. The
appropriate action to be taken for a device that h. ~ ~en implanted in a patient should be discussed with
the Australian Recall Coordinator, as the risk ury y to replace the implantable device must be
balanced against the risk of a problem occt i g  .h the device

Please note: A Hazard Alert a lej. in URPTG is issued by the sponsor for implanted medical devices
as part of a recall action

A Safety Alert as defir ... 'Rk .G is not related to a recall and is intended only to provide information
on the safe use ofan_ ‘'ica evice where the issue was related to the inappropriate use of the device. A
Safety Alertis.  °d by ...c sponsor or manufacturer not the TGA
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Stages of a recall

Notification to the Australian Recall Coordinator at the TGA

\ 4

Information on device, risk analysis, problem and distribution to be provided to the
TGA by sponsor

\ 4

{
Liaison between sponsor and Australian Recall Coordinator to determine classification,

level and strategy for recall

\ 4

A

Letters and (and as necessary) advertisements submitted by sponsor t~* (st. 2n

Recall Coordinator for approval before despatch

\ 4

If recall is safety-related the Sponsor is required to notify the .+ - responsible for
Consumer Affairs.

A 4

Sponsor forwards progress reports  *he . str¢ an Recall Coordinator

Effectiveness of recall mo.  red by the Australian Recall Coordinator
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Recall classifications

Recalls are classified as follows:

Classification Description Examples
Class 1 Product defects are Hot/cold gel packs that contain a toxic substance that could
otentially life- i i i
(Safety related) p ly be ingested accidentally by a young child
threatening or could )
cause permanent A softwalje errorina CT scapner.that could cause '.ch.e g y
debilitating health to rotate in an unlnt.ended direction and cause an injury «
issues or the death of a patient
Implantable pacemakers with a defect that results - loss
of pacing output, which for pacemaker-deps .u. < na.ents
may result in death or serious injury
A false result on an IVD test foramec (1. vith a narrow
therapeutic index that could lead e, dose, causing
permanent injury
Class II Product defects could Microbial contamination  »s' _ical lubricant
f lated cause illness or ) N )
(Safety related) mistreatment and the A software error ir’  radi- ‘ion treatment planning tool that
recovery of the patient could lead to thera, %“e" g miscalculated and incorrectly
is likely administerer
The . ‘ct. .~ Use for a catheter omits a precaution for
certa® .. ~dures that could cause complications in its
remc !
The incorrect combination of metal femoral heads and
“ers has been supplied to surgeons. If implanted then
ticre is a high risk of accelerated wear and tear
An IVD test kit that could identify the wrong strain of
micro-organism and lead to inappropriate treatment
Class 111 Product =1« may A disinfectant has been mislabelled with an expiry date that

(Non-Safety
related)

notpc 1 sign..cant
haz==d w

altl ut withdrawal
L. _cinitiated for
c“her reasons

predates the actual expiry date

The outer packaging of a consumable medical device
indicates a different size to that which is actually in the
supplied in the box. It would be obvious to the clinician that
the consumable was the incorrect size

An 1VD reagent is causing calibration failures towards the
end of its shelf life. There is no effect on patient results

=s I or Class Il recalls are considered to be urgent safety-related recalls. Class III recalls are considered to be
ro. .ae non safety-related recalls
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Recall levels
The sponsor determines the applicable outlets in accordance with the URPTG.

There are four levels of recall in Australia:

Level Outlets

Wholesale ¢ medicine and medical device wholesalers

e State purchasing authorities

Hospital Outlets at the wholesale level and where applicable any of the following:

e nursing homes, hostels and other institutions

e clinical investigators and the institutions in which clinical investigationsai  ~~ Jrmed
e hospital pharmacists, blood banks, pathology laboratories, operati  aci.. s

e fractionators, human tissue banks and personnel in other hospi.  lepc.tments

e Ambulance Services, Flying Doctor Services

Retail Outlets at the wholesale and hospital levels and where plic hle any of the following:

e retail pharmacists
e medical, dental and other health care act. ne

e otherretail outlets, e.g., supermarke an. ~alth food stores

Consumer Outlets at the wholesale, hospit.  'nd retail levels and where applicable patients and other
consumers

More information about re 1ills

For further information onrec 's. 1edical devices, please refer to the Uniform Recall Procedure for
Therapeutic Goods available  the 1 ..A website or contact the:

Australian Recall Coordinator
Office of Product Review
Therapeutic Goods Administration
MDP 122
PO Box 100
WODEN ACT 2606

Telephone: 02 6232 8636
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Non-recall actions for medical devices

Where the sponsor is unsure of the appropriate action to be taken, and particularly in cases where patient safety
may be a consideration, the issues involved should be discussed with the Australian Recall Coordinator.

Other action may be taken by a sponsor voluntarily that is not considered to be a recall:

Action Description

Safety Alert e intended to provide information on safe use of devices, as distinct from recal
action, which addresses product deficiencies

e areissued to provide additional advice to health professionals in situat. -
where the device, although meeting all specifications and therape :dic dons,
its use could present an unreasonable risk of substantial harm if  4i- specified
precautions or advice are not observed. For example, specifi ~re. ons about
the longevity of an implanted medical device

Product Notification e issue of precautionary information about a device*~a. ation thatis unlikely to
involve significant adverse health consequence-

Product Withdrawal e sponsor's removal from supply or use of  _vice~ for reasons not related to their
quality, safety or performance

Product Recovery e the sponsor recovers devic. *ha. ~ve =2en manufactured or imported but not
yet supplied to the market. k- vai..u.e, recovery of devices in a warehouse

User information e generally conduc’ d by the s _.isor in response to issues with the use of a
medical device

e includesin-hs .5 »ssi.ns, seminars and improved educational materials such as
posters

Please note: Terms such asur va. otice, market correction, field safety correction that are commonly
used by overseas manufact. s ana, or regulators may be considered a recall in Australia.

If a sponsor is uncertc ~ “e. .cerpretation of these terms please contact the Australian Recalls Co-
coordinator for advi
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Suspending medical devices from the ARTG

The Therapeutic Goods Act 1989 provides the TGA with the power to suspend a medical device from the ARTG, as

follows:

Legislative reference Description

Section 41GA—Suspension
of kinds of medical devices
from the register

Section 41GB—Notice of
proposed suspension must
be given in certain cases

Section 41GC—Duration of
suspension

Section 41GD—Revocation
of suspension

Section 41GE—Treating
applications for revocation
as having been refused

the TGA Delegate may by written notice suspend a device from the ART" if:

the TGA will:

the period ¢
extended by u,

thesus: n°
applv, tor xz nple, if the corrective action is implemented within the
ti

does not affect the powers to cancel an entry

“the suspension is not revoked by the TGA Delegate before the end of the
saspension period (for example, the corrective action has not been
implemented in the timeframe), the device is automatically cancelled from
the ARTG

there is a potential risk of death, serious illness or serious injury if th. .

device continues to be included in the ARTG and

- itislikely that the sponsor and/or the manufacturer will-  1in
period of the suspension, be able to take the action nec~~sa;_
ensure that the kind of device would not cause a pot at' .risk of
death, serious illness or serious injury ifitwereto ¢ m’ _to be
included in the ARTG; or

- thatitis likely that there are grounds for cz
division 2

the suspension may be limited to one or = re.

covered by the ARTG inclusion

ling e entry under

ical devices of that kind

inform the sponsor by writtenr ice
out the reasons for it

give the sponsor anoppc um  to make submissions to the TGA in
relation to the prop,  ~d. - sion

consider any subr-" _ - the sponsor makes before making a decision
relating to the pr¢  'ser . uspension

the proposed suspension and set

e initial suspension will not exceed 6 months, but may be
another 6 months

may be revoked if the grounds for the suspension no longer

-.rarme. the suspension can be revoked on the written request of the
wnsc  or on the TGA’s own initiative.

Sectinn 47 F spensions
of ki@ ot n~" cal devices
1th ~gister

the TGA may by written notice suspend a device from the ARTG ifa
conformity assessment certificate (either issued in Australia or by an
overseas regulatory agency) is suspended

the suspension in place until revoked by TGA Delegate

The TGA must publish in the Gazette, as soon as practicable, a notice setting out the suspension, any extensions
to the suspension, and the revocation of the suspension.
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Cancellation of medical devices from the ARTG

The TGA will cancel devices from the ARTG under Part 4-6 of the Act in cases where there has been a breach of
the legislation or safety or performance issues associated with the use of the device that has or could lead to risk
of death, serious illness or injury. If the devices are cancelled from the ARTG, the sponsor may be required to
recall any affected devices. There are four legislative provisions for cancelling medical devices from the ARTG:

Legislative

reference

Description

Section 41GK—
Automatic
cancellation of
medical devices

The TGA must cancel a device from the ARTG if:

e the device has been suspended from the ARTG under section 41GA of the Ac  nd . e
period applying to the suspension expires before the suspension isrevs~ “w.
section 41GD; or

voned under

sor of the device.

cancellation of
devices from the
ARTG

from the ARTG
e a TGA Conformity Assessment Certificate applying to that devic:
Part 4-4 of the Act.
The TGA will provide written notice of the cancellation to th= s}
Section 41GL— The TGA may, by written notice given to the sponsor, ca
Immediate ARTG if:

1 t' ¢ entry of a device from the

e the TGA Delegate is satisfied that there woult = a” mminent risk of death, serious
illness or serious injury if the device cor >s w, ve included in the ARTG; or

e devices of that kind are no longe  er. = _goods; or

e devices of thatkind are nolong me  al devices; or

e the sponsor requests’
the ARTG; or

writing the cancellation of the entry of the kind of device from

o the TGA Delegate” s:  fieu thata statement made in or in connection with the:

- applicatic® “ori  .ding the device in the ARTG
- thecer! .cati 1 orpurported certification under section 41FD of the Act relating to
tieop. Y g

wa! als. - misleading; or

e the. ualchargeis not paid within 20 working days after it becomes payable; or

tt  sponsor does not comply with the direction or requirement to ensure that
avertising complies with the Therapeutic Goods Advertising Code; or

there is a serious breach involving the device, of the requirements relating to
advertising applicable under Part 5-1 or under the Regulations, and the TGA Delegate is
satisfied that the breach is significant and the presentation of the devices is misleading
to a significant extent.

action 41GM—
« cellation of
devices from the
ARTG after
section 41JA
notice

The TGA may, by written notice given to the sponsor cancel the entry of a device from the
ARTG if:

o the TGA gives the sponsor a notice under section 41JA requiring them to give the TGA
information or documents relating to the device and

- the notice is given for the purposes of ascertaining whether the device should have
been included in the ARTG

- the sponsor fails to comply with the notice within a further 10 working days from
the day specified in that notice
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Legislative Description

reference

o the TGA gives the sponsor a notice under section 41JA requiring them to give the TGA
information or documents relating to whether medical devices are being:

- supplied in Australia
- imported into Australia
- exported from Australia

and either the:

- information or documents given are to the effect that medical devices 0 = itk
are not being supplied in Australia, imported into Australia or exporto- fr.
Australia; or

- sponsor fails to comply with the notice within a further 10 workir.  av .rom the
day specified in that notice.

Section 41GN— Before cancelling the device from the ARTG under this section  ‘he. ., the TGA must:
Cancellation of
entries of devices

e inform the sponsor in writing of the proposed cancellac  an. set out the reasons for

from the ARTG it; and

after notice of e give the sponsor a reasonable opportunity to- ake < 1bmissions to the TGA in relation
proposed to the proposed cancellation.

cancellation

The TGA will not make a decision relating’ the -oposed cancellation until any
submissions from the sponsor have. nc 7 'ed.

Examples of when the TGA may, by r1t.  otice to the sponsor, cancel a device from the
ARTG are if:

e amedical device hasc. 7ed since inclusion on the ARTG so that device is no longer a
device of the same kind

e thesponsorrefus 5.1 stocomply with a condition to which that inclusion is subject

e thesponso’ .uesno.comply with a request for information under section 41JA of the
Act

e the o01. doesnotnotify the TGA of adverse events within the required timeframes
e the Aissatisfied that the safety or performance of the device is unacceptable

tt  TGA is satisfied that certification in relation to the application for inclusion of the
| cvice in the ARTG is incorrect, or is no longer correct. This includes:

- compliance with the Essential Principles
- application of conformity assessment procedures
- compliance with advertising requirements.

2 TG:. must arrange for a notice to be published in the Gazette setting out particulars of the cancellation, as
s« as practicable, after cancelling an entry from the ARTG.
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Date of effect of cancellation of medical devices from the ARTG
If the TGA cancels a medical device from the ARTG the cancellation has effect:

e ifthe cancellation is under section 41GK or 41GL—on the day on which the notice of cancellation is given to
the sponsor

e inany other case, on the date specified in the notice but not earlier than 20 working days after the notice is
given to the sponsor

Product tampering

Any and all reports of actual or potential tampering with a medical device will be taken seriously and
investigated, and should be immediately reported to the Australian Recall Coordinator. Thereisalsoa. I
obligation for the sponsor under Section 42T of the Act to report such matters to the TGA within ? s .
becoming aware.

The Australian Recall Coordinator will convene a Crisis Reference Group (CRG) that will co Matc cthe
activities required to resolve the crisis. For any tampering crisis, the CRG will comprise

e Australian Recall Coordinator

e State or Territory Health Department Recall Co-ordinator

e appropriate State Police officers nominated for this purpose by the P~ :Mi.  _.erial Council
e senior personnel of the company concerned

The following documents have been developed as joint industry-' ver. 1ent initiatives with the aim of assisting

managers in responding to a product contamination and/o. ‘o1 .ent directed at the therapeutic goods
industry:
e  Product Contamination & Extortion - A Protocol for the . peutic Goods Industry

e  (risis Management Guidelines - For the manage vt of actual, potential or threatened tampering of medicines,
complementary healthcare products and m- "-al.  ‘ces

In order to maintain the usefulness of these .0 1 c.its, their availability is being limited to legitimate
therapeutic goods industry stakeholde> (he. .ocuments are available to sponsors from therapeutic goods
industry associations or the TGA Wk ea: bdnsorisa member of an industry association, access should be
sought through that association 1= “he astance.

Where a sponsor of therapeu** goo. 3 not a member of an industry association, a written request for a copy of
the documents can be forwar.  to the TGA. Such a request should be signed by a duly authorised person
occupying a senior posi” ~ ith. .1 the sponsor's company.

Written request: "bhui ~“ rwarded to the:

Australian Recall Coordinator
Office of Product Review
Therapeutic Goods Administration
MDP 122
PO Box 100
WODEN ACT 2606

Telephone: 02 6232 8636

Any requests for a copy of the documents by persons who are not sponsors of therapeutic goods will be
considered on a case-by-case basis and may be referred to an expert committee for advice on whether release
would be in the best interests of the therapeutic goods industry.
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Part 4—Navigation and
Reference
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Section 25. Contact Detalls

Medical Devices Information Line

Phone
Free call (within Australia): 1800 141 144

Email

<devices@tga.gov.au>

Postal Address Courier Deliver
Office of Devices Authorisation or Office of Devices Av 1« ~tion
Therapeutic Goods Administration Therapeutic Goe® " Ac  nistration
PO Box 100 136 Nz bus 1alLane
WODEN ACT 2606 SY" _WSTG.. ACT 2609

Adverse Events

Reports should be submitted to <iris@tga.gov.au> where: ssi.  Otherwise, they may be sent to:
The Coordi.  .r
Medical Device Incident  ~ort Investigation Scheme (IRIS)
Thers e Gouds Administration
PO Box 100
WODEN ACT 2606

Email: <iris@tga.gov.au>
Facsimile: 02 6203 1713

Telephone: 1800 809 361

Recall

Australian Recall Coordinator
Office of Product Review
Therapeutic Goods Administration
MDP 122
PO Box 100
WODEN ACT 2606

Telephone: 02 6232 8636
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Device Inclusions and Application Audits

Postal Address Courier Delivery
Devices Application Section or Devices Application Section
Office of Devices Authorisation Office of Devices Authorisation
Therapeutic Goods Administration Therapeutic Goods Administration
PO Box 100 136 Narrabundah Lane
WODEN ACT 2606 SYMONSTON ACT 2609

Conformity Assessment Certifications

Postal Address Courier Deli .

Devices Conformity Assessment Section or Devices Conformit “ssc  nent Section
Office of Devices Authorisation Officeof D©  -~es  _horisation
Therapeutic Goods Administration Theraps ¢ Goouws Administration

PO Box 100 1 N- abundah Lane
WODEN ACT 2606 . MONSTON ACT 2609

Advertising

Complaints about advertisements appearing in > media

Complaints about advertisements appearing’ .1«  meula are considered by the Complaints Resolution Panel;
they should be submitted on forms available at <h .://www.tgacrp.com.au>. The forms can be submitted
electronically on line or sent to

The Executive Officer
Complaints Resolution Panel
PO Box 764
NORTH SYDNEY NSW 2059

Complaints > sut. r forms of medical device advertisements (such as, labels, leaflets, flyers)
Thes: :om_ ..cc hould be sent to:
Recalls & Advertising Section
Office of Product Review
Therapeutic Goods Administration
MDP 122
PO Box 100
WODEN ACT 2606
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Clinical Trial Notification (CTN) Scheme

Postal Address
The Business Management Unit
Therapeutic Goods Administration
PO Box 100
WODEN ACT 2606

Australia

Courier Delivery
or The Business Management Unit
Therapeutic Goods Administration
136 Narrabundah Lane
SYMONSTON ACT 2609

Australia

Clinical Trial Adverse Event Reports

For reports to the TGA, the report should be clearly marked ‘Clinical Trial Incident' and ser

Postal Address
Clinical Section
Office of Devices Authorisation
Therapeutic Goods Administration
PO Box 100
WODEN ACT 2606

Australia

Courier .. -ry

or C) ica. -tion

Office. "Dev 5 Authorisation
Th- peutic woods Administration
17, Narrabundah Lane
SYMONSTON ACT 2609

Australia

Comments Regarding the £ *GMD

The TGA welcomes comments and suggestio” . o

Email:

<ODAConsult@tga.gov.au>

Post:

't tiue ARGMD:; these should be directed to:

Office of Devices Authorisation

Therapeutic Goods Administration

PO Box 100

WODEN ACT 2606
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Section 26. Glossary

Declaration of Conformity (DoC)

The DoC is a document that the manufacturer signs to say that it is compliant with all the essential
components of legislation and requirements applicable to the device. Australia requires
manufacturers to hold a DoC for every device they manufacture.

An Australian Declaration of Conformity is distinct, though similar, to an EU Declaration of
Conformity.

EC Certificate

The EC Certificate is a European (EU) equivalent to Australia's Conformi* A. sment certificate.
EC certificates, in general, define what type of devices the manufacturer 7~ .«nufacture. Aswith
Australia, high-risk devices additionally require the manufacturer” otain .a EC Design-
Examination or EC Type-Examination certificate.

Manufacturers’ Evidence

Manufacturers’ Evidence (ME) is the substantive evic - of the manufacturer's Quality System that
supports the scope of manufacture. Itist ~lly in the torm of an EC or TGA Certificate (or
certificates) and is submitted to the TGAin ¢  rto support a later device inclusion application.

For systems and procedure packs (e.g ,o:  -ep.acement systems, first-aid kits, and surgical
procedure packs), a specially formed e ar ..ion of Conformity (with supporting evidence) can also
be considered to be the manufac” cr's dence. This occurs under the Special Conformity
Assessment Procedure (C'ause 5 of -hedule 3 of the Regulations).

Time Frames

Applicationtim -am  are given in working days and start from the date the e-Business
applicatic ~ ¢is, .. Seealso Working day in this Glossary.

Jitc. = ysiological Process/Parameter

€a L utient, means a process that is necessary to sustain life and the indicators of which may
«ude any one or more of the following:

respiration

heart rate
cerebral function
blood gases

blood pressure
body temperature

me oo o
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Working day

A working day is any day other than a weekend, a public holiday in the Australian Capital Territory,
or when the TGA is waiting on information requested of the applicant or waiting for payment of

fees. Refer to subsection 3(1) of the Act for the definition of working day. See also Time Frames in
this Glossary.
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Accessories
EU Directive, 145
Systems and procedure packs, 258

ACMD. See Advisory Committee on Medical Devices, See Advisory Committee on Medical Devices

Active implantable medical devices, 64

Advisory Committee on Medical Devices (ACMD)
Function, 19, 230

ARTG
Cancellation of medical devices from, 324
Suspension of medical devices from, 323

C

Cancellation of medical devices from the ARTG, 324
CASOs. See » Conformity Assessment Standards Orders
Classification of medical devices

Overview, 77
Composite packs

Definition, 248
Conformity Assessment Standards Orders
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D

Declaration of Conformity
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E

EC Certificate
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Risk managem t, 4.
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Annual charges, 34
Application audit fees, 37
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Overview, 34
Payment of fees by instalments, 38

G

Global Medical Device Nomenclature Codes
Overview, 178
GMDN. See Global Medical Device Nomenclature Codes

Instructions for use, 69

K

Kits
Definition, 249

M

Manufacturer
Conformity assessment requirements, 116
Definition, 25
Responsibilities, 25
Manufacturers’ Evidence
Glossary entry, 332
MDSOs. See « Medical Device Standards Orders
Medical Device
Definition, 19
Medical Device Standards Orders (MDSOs)
Overview, 18
Medical Devices
Examples of, 20
Life-cycle approach to the regulatie= of, 7

N

National Coordinating Cont .ittc  » Therapeutic Goods
Function, 19
NCCTG. See Nationa! © ~ra.  ‘ng Committee on Therapeutic Goods

P

Procedure pac. =~ 7
Prodv .~ ~ering, 326

calis of medical devices, 317
classifications, 320
Stages of arecall, 319
Recalls, suspensions, cancellations, and tampering
Overview, 317

S

Single-use devices
Case studies, 269
Overview, 264
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Reusing, 266
Systems and procedure packs, 256
Sponsor
Definition, 26
Responsibilities, 27
SUDs. See Single-use devices, See Single-use devices, See Single-use devices
Suspending medical devices from the ARTG, 323
Systems, 247
Systems and procedure packs
Accessories to, 258
Changes to, 258
Classification of, 249
Clause 7.5 special conformity assessment procedure, 251
Conformity assessment procedure options, 250
Overview, 245
Regulatory and legislative requirements, 246
Specific types, 256
Class AIMD, 256
Class 111, 256
Containing a component medicine, 257
Containing a medicinal substance, 256
Containing materials of animal, microbial, or recombinant origin, 27
Containing other therapeutic goods (OTGs), 257
Reusable, 256
Single-use, 256
Sterile, 256
Subsets, 256

T

TGC. See Therapeutic Goods Committee
Therapeutic Goods Committee (TGC)
Function, 19
Time Frames
Glossary entry, 332

Vv

Vital Physiological Proces~ ‘ara. er
Glossary entry, 332

W

Working D«
Gloss yen. .33
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Therapeutic Goods Administration

PO Box 100 Woden ACT 2606 Australia

Email: info@tga.gov.au Phone: 02 6232 8444 Fax: 02 6232 8605
www.tga.gov.au
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