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DISCLAIMER

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

FURTHER INFORMATION

The Medical Devices Information Unit of the Office of Devices, Blood and Tissues of the
Therapeutic Goods Administration (TGA) can be contacted by:

Telephone: 1800 141 144
Facamile (02) 6232 8299

Email: CAB.medicd.device.information@hed th.gov.au
Website:  www.tga.gov.au/devices/devices.htm
Mail: PO Box 100

Woden

ACT 2606

© Commonwedth of Australia2004
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INTRODUCTION

This guidance document is one of a series that has been produced to help explain the new
regulatory system for medical devicesin Australiathat commenced on 4 October 2002. The new
system has been established by the Therapeutic Goods Act, 1989 (the Act) and the Therapeutic
Goods (Medical Devices) Regulations, 2002.

Many other guidance documents are available in this series. The serieswas developed to assst a
wide-ranging audience and additiona documents can beincluded if thereis enough demand. A
separate guidance document is available describing the series.

Although each guidance document has been developed to provide information about particular
aspects of the new medical devicesregulatory system in Australia, it is expected that acertain
amount of cross-referencing to other documents in the series will beinevitable.

DEVICE AND MEDICINE DISTINCTIONS

o Thisdocument supersedesthe TGA Device & Drug Distinctions document of February
1998, which is Appendix 5 of the Australian Medical Device Requirements Version 4,
dated May 1998.

o Theseguideinesareto assst sponsorsin determining the status of therapeutic goods
that are not readily identified as medicines or devices. In developing thelist, the status of
each product as determined by the USA FDA and European Union was considered with
the desire that 'internationally' recognised distinctions be adopted asfar as possble.

o Thedigtinctionsin this document were implemented on 21 April 2004 and products
applying for entry on the Australian Register of Therapeutic Goods (ARTG) will haveto
meet the new requirements from thisdate. However, products that were aready on the
ARTG on the date the Section 41BD(3) Order was gazetted will have until 4 October
2007 to meet the new requirements.

o Thedigtinctionsin this document do not preclude assessment of either the medicine or
device component or both in combined products.

o Inmost casesthe status of aproduct will follow this guidance. However, there may be
exceptions where aparticular product will not follow thisguidance. In dl casesthe
status of a product will be determined by the manufacturer’ s intended purpose for the
product and whether this means the product fits better within the definition of a
medicine or amedicd device. If in doubt sponsors should consult the TGA regarding
the status of their product.



DEFINITIONS

Medical Device
Medica devices are defined as:

(a) any instrument, apparatus, implement, machine, appliance, implant, software, materid or
other similar or related article, including any in vitro diagnostic device, intended by the
person under whose nameit is or isto be supplied, to be used, aone or in combination, for
human beings for the specific purpose of one or more of the following:
(i) diagnosis, prevention, monitoring, treatment or alleviation of disease;
(i) diagnosis, monitoring, treatment, alleviation of or compensation for an injury or
handicap;
(iii)  investigation, replacement, modification, or support of the anatomy or of a
physiological process;
(iv) supporting or sustaining life;
(v)  control of conception;
(vi) disinfection of medica devices,
(vii) providing information for medica purposes by means of in vitro examination of
gpecimens derived from the human body;
and that does not achieve its primary intended action in or on the human body by
pharmacologica, immunologica or metabolic means, but may be assisted in its function by
such means.

The Secretary may, by order published in the Gazette, declare that a particular instrument,
apparatus, appliance, materia or other article, or that aparticular class of instruments,
apparatus, appliances, materias or other articles, are not, for the purposes of the Act,
medical devices. The Section 41BD(3) Order for the purposes of Subsection 41BD(3) of
the Act isavailable on the TGA website at: www.tga.gov.au/devices/devices.htm.

Medicine
Medicines are defined as;

(@ therapeutic goodsthat are represented to achieve, or arelikely to achieve, their
principal intended action by pharmacological, chemical, immunologica or metabolic
meansin or on the body of a human or animal; and

(b)  any other therapeutic goods declared by the Secretary, by anotice published in the
Gaxzette, not to be medical devices.

Registrable, listable or included goods

The Act, the Therapeutic Goods Regulations 1990 and the Therapeutic Goods (Medical Devices)
Regulations 2002 provide that the ARTG has 3 parts, one relating to registrable goods, one
relating to listable goods and the other relating to included medical devices.

Registrable and listable goods, including therapeutic devices, are regulated under Chapter 3 of the
Act. Registrable goods undergo amore rigorous eval uation of their quality, safety and efficacy,
before being entered into the ARTG, than listabl e therapeutic devices.


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

Medica devices are regulated under Chapter 4 of the Act and can beincluded in the ARTG if they
comply with the essentia principles, have undergone an appropriate conformity assessment
procedure and certain other requirements are complied with.

Exemptions from the registration and listing provisions of the regulations are published in
Schedules 5 and 5A of the Therapeutic Goods Regulations (exempt goods).

Excluded goods

Goods may be declared by the Secretary, by Order published in the Gazette, to be or not to be
therapeutic goods and thereby excluded from the jurisdiction of the Act.

These products are detailed in the Ther apeutic Goods (Excluded Goods) Order No 1 of 1998
was gazetted in the Commonwesdlth of Australia Gazette S79 of 25 February 1998 and effective
from the date of gazettal. An amended Order (No 2 of 1998) was signed on 12 March 1998 and
was gazetted in GN 12 of 25 March 1998. This Order is currently undergoing review and, when
finalised the new Order will be available on the TGA website as per the above address.



THERAPEUTIC GOODS STATUSFOR ARTG PURPOSES
1. Absorbable, with shape, used in surgery:

@ SUIUIMES ..ottt e Medicd Device

@ FAPIES e, Medicd Device

o bhonefixaioNdeviCes .........coevviiiiiiiiiiiiiiie e Medica Device

®  FPONTES wuenrrnitee et ettt Medicd Device

o tissue adhesives (may include fibrin based adhesives) .. Medicd Device

2. Absorbable, without shape, used in surgery:
e visco-dadticfluids
- NIraOCUIAr .., Medical Device

Medica Device

- synovia (animal origin) ........c.ooeeiiiiiiiiie,

haemostatic agents (collagen) .............c.ceeevenni.
haemodtatic agents (fibrin) ..................coon.

Absorbable'long-term':

collagen injections ..........covveeviiiii e,

Body 'cleaning substances:

PDUIK 1aXEIVES ...
sat solution [axatives ........c.ocovvvveiiiiiii e,
ENEMASOIULIONS .....viei i
medicated mouthwashes .............ccoviiiiiiinnn,
douches .......coiiii
solutionsfor irfgation ..........c.ocvviieiiiininennn.

activated charcoa usedinternally .....................

Body fluid replacements and nutrients:

electrolyte olutions ...........cccoveviiiiiiieen,
plasmaexpanders ..........cooveeiiiiiiii i

total parenteral nutrition solutions .....................

blood SUDSTULES ........ccvvivicie e
peritoneal dialysis solutions & substances
prepacked for their preparation ......................e.
haemodiaysissolutions ............ccceevvvvieennnnn.
artificia tearsfor use with/without contact lenses ...
atificid saiva ..o
soft contact lenslubricants ...........................
hard contact lenslubricants ..................ccoevee
contact |enssolutions ..........cevvvviiiiiiieens.
oxygen & other medical gases (except cryogenic
gases and gases for mechanical use) ..................
oxygen —chemical generaors ................c.e.v.e

Medical Device
Medicine

Medical Device

Medicine
Medicine
Medicine
Medicine
Medical Device
Medical Device
Medicine

Medicine
Medicine
Medicine
Medicine

Medicine

Medica Device
Medica Device
Medica Device
Medica Device
Medica Device
Medica Device

Medicine
Medicine



THERAPEUTIC GOODS STATUSFOR ARTG PURPOSES

6. Diagnosticimaging or smilar agents (in vivo) for usein conjunction with:

e positron emissontomography ..............ce.eee.. Medicine
e computerised axial tomography .................... Medicine
e nuclear Magnetic resonNance ...........c.coeeevuennnes Medicine
o Ultrasonography .......ccvveiiiiiiii e Medicine
® X-Ray i Medicine
e gasmixturesfor pulmonary function testing devices Medicine
e radionucleotidescanning ..............cooeveinnnnn. Medicine

7. Agentsinjected, ingested, or otherwiseingtilled into or applied to the body for usein
devicetherapy:

o Jlaserfluorescentdyes ........ooovveiiiiiiiiiennn Medicine
o laser/UV light activated agents ..................... Medicine
o lithotripsy imagingagents .............cccoevenne Medicine
o pharmaceutiCals .........cocvvvviiiiiii e Medicine
® ANMSEPLCS .ovvviieiiiie e Medicine
e radioactivesourcesandimplants .................. Medicd Device
o dectrodeges ...ooiii i Medicd Device
o lubricants ........oiiiii Medica Device
e |ubricantswith spermicide/viricide ................ Medica Device
o refrigerant JPraysS ...ocvvvveieiiiiiie e Medica Device
e cryogenicandrefrigerant gases ..........c.ceevuene. Medicd Device
e (gasesfor mechanica useonly ...................... Medicd Device

8. Diluentsand preservativesfor medicines:

o water for injections ............ccoveiiiiiiiiiinnn. Medicine
e sdineforinections ..........cooeeviiiiiiininnnn, Medicine
¢ blood anti-coagulants and preservatives

(for subsequent iNVIiVOUSE) ........c.ceevenennnnn. Medicine

9. External usewithout added active substance:
e emollient & moisturising preparations,

formulated & presented for theragpeuticuse ...... Medicine
¢ Uncompounded emollients, moisturisers

presented for therapeuticuse ................cceeee. Medicd Device
e barrier protectants which claim prevention of

transmission of infectiousdisease ................ Medicd Device
e any of above three with non-therapeutic presentation Not Therapeutic Good
e non medicated skin cleansers and adhesives ..... Not Therapeutic Good
e nonmedicated SOaPS .....ovviiiiiiiiiie e Not Therapeutic Good
o adhesveremovers ..........cociiiiiiiiiineen Not Therapeutic Good
e skin adhesive and adhesive enhancers ........... Medicd Device



THERAPEUTIC GOODS

10. Other:
gums (as adhesivesor lubricants) * ...............

polyhydroxy compounds
cellulose derivatives
petroleumijdly ..........

dusting powders, non therapeutic ...............
dusting powders, therapeuticuses ...............

ostomy dressings

dextranomer dressing

STATUSFOR ARTG PURPOSES

Medica Device
Medica Device
Medica Device
Medica Device

Not Therapeutic Good
Medicine

Medica Device
Medica Device

11. Medicated devices- external or short-term internal usewith an active additive:

12. Implantable non-absor bable with an active additive:
bone cement with antibiotic
active implantable medica device lead, steroid euting
intra ocular lens heparin coated
devices abumin coated

condom with spermicide
condom with viricide
catheter with heparin coating
catheter with antibiotic coating

copper intra uterine contraceptive device .........
dental cement with antibiotic/adrendin ...........

13. Sunscreenshaving SPF 4 or greater ................

14. Sunscreenshaving SPF lessthan 4 ..................

15. Tissue replacements of biological origin:?

e 'manufactured' from human tissue

e ‘manufactured’ fromanima tissue..................

o direct transplants

¢ blood & blood components manufactured

by the Australian Red Cross Blood Service .......
¢ blood & blood components - other, and blood products
¢ blood substitutes and expanders

Medica Device
Medica Device
Medica Device
Medica Device

Medica Device
Medica Device
Medica Device
Medical Device
Medica Device
Medica Device

Medicine (Listable)

Medicine (Exempt)

Therapeutic Device
(Registrable)
Medicd Device
Excluded

Medicine (Exempt)
Medicine (Exempt)
Medicine (Exempt)

! Noteingested demul cents, gums and absorbents are classified as Medicines

2 Note the status and regul atory requirements for this group of productsis currently being reviewed



THERAPEUTIC GOODS STATUSFOR ARTG PURPOSES

16. Pre-filled or pre-loaded devicesintended to deliver a medicine:
o syringe (other than prefilled with sterile water

for catheter inflation) ........................eee Medicine
e transderma patch ..o, Medicine
e hormonedutinglUD ..........ccccoeiviiininennn. Medicine
¢ blood bags (which contain & deliver an

anticoagulant/preservative) ..................... Medicd Device
¢ blood bags without anticoagulant/preservative Medica Device
e preservative solutionsfor usein blood bags Medicd Device
e |V nutrition etc. bags(filled) ..................... Medicine
e parenteral nutrition bags (filled) ................. Medicine
e peritoned dialyssbags (filled) .................. Medicine
e |V nutritiond etc. bags (unfilled) ............... Medicd Device
e parenterd nutrition bags (unfilled) ............. Medicd Device
o peritoned didysisbags (unfilled) ............... Medicd Device
e oxygen & medica gas containers (filled)

or deivery units ........cooovviiiiii i, Medicine
e Oxygen & medica gas containers (empty) ... Medica Device
e interna sponge, membrane or smilar for

ddivery of spermicide or STD virucide ...... Medicine
e styptics (pencils,wool &c.) .................... Medicine
e corn, calusremova padswith medication ... Medicine
o analgesicplasters .....ocoiiiiiiiiii e, Medicine
e medicated pastebandages ..................... Medicine
e gingiva retraction cords coated with adrenain Medicine
e gingiva retraction cords coated with astringent Medical Device

17. System or procedure packs, or kits (comprise amedicing(s) and/or device(s) and include
procedural trays, first aid kits etc):*
e Kkits, procedural tray, procedural packs, first aid kits, if it contains:

- medicing9)only .....o.ooiiiiiiiiiiiiiin, Medicine
- devicg(s)only ..o Medicd Device
- both device(s) & medicing(s) ............. Medicd Device
18. Dual treatment goods:
o lithotripter ..........coovvviiii, Medicd Device
e dissolution agent used with lithotripter ...... Medicine

% Note: All medicines contained in akit are required to be separately registered or listed. Devices supplied
separately to the consumer are required to be entered individually onthe ARTG. Also refer to Schedule 5A
of the Therapeutic Goods Regulations.



19.

20.

21.

22. Apheresis Solutions

23.

THERAPEUTIC GOODS

Diagnostic goodsfor in vitro use:

e that incorporate materia of human origin ..
o for sdf diagnosis (home use)
e supplied under Pharmaceutical Benefits Scheme
e fordiagnosisof HIV or HCV infection

e professiona/laboratory use without products of
human origin
e Invitro test kits other than above

Extra-corporeal therapies.

e immunoadsorption columns
- charcoal activated
- monoclona antibodies

e haemoperfusion columns

Tissue storage and transport solutions:

e Invitrofertilisation media

e other storage & transport solutions
containing ingredients of animal origin

e other storage & transport solutions containing
ingredients of non-animal origin

Diagnostic goodsfor in vivo use:
o Allergen skin tests
- soratchtest

- patch

STATUSFOR ARTG PURPOSES

Therapeutic Device (Listable)
Therapeutic Device (Listable)
Therapeutic Device (Listable)
Therapeutic Device
(Registrable)

Therapeutic Device (Exempt)
Therapeutic Device (Exempt)

Medical Device
Medical Device
Medical Device
Medica Device
Medica Device

Medica Device

Medica Device

Medicine
Medicine (Exempt)

24. Antiseptics, disinfectants, cleaners, soaking solutions:

e antiseptics and skin disinfectants
e antiseptic ‘wipe
e paper tissuewith:
- antiseptic
- viricide
o fabric dressing with antiseptic .............

e toothpaste
(SUSDP scheduled or with therapeutic claims
beyond permitted oral hygiene claims)

toothpaste other
toothwhitener ...,
contact lens cleaning solutions
sterilants (except serilant gases) for useon
medical devices

Medicine
Medicine

Medicine

Medicine

Medicine/Medical Device
(dependent on manufacturer’s
intended purpose)

Medicine

Not Therapeutic Good
Excluded

Medica Device

Medica Device



THERAPEUTIC GOODS STATUSFOR ARTG PURPOSES

24. Antiseptics, disinfectants, cleaner s, soaking solutions:

e ingrument grade disinfectants ........... Medicd Device

e hospita grade disinfectants with specific clams* Therapeutic Device
(Registrable)

¢ household/commercia grade with specific clams* Therapeutic Device
(Registrable)

e hospital grade disinfectants with non-specific clams* Therapeutic Device (Listable)
e household/commercia grade disinfectants with
non-specificclams® ..................... Therapeutic Device (Exempt)
e ostomy appliance detergents, deodorisers Not Therapeutic Good
cleaners and sanitisers not making disinfectant claims Not Therapeutic Good

* Refer to Therapeutic Goods Order No. 54/54A & Guiddines - Sandard for composition,
packaging, labelling and performance of disinfectants and sterilants

Specific claim in relation to disinfectants -

Isaclaim which coversvirucidal, sporicidal, tuberculocidal, fungicidal or other biocidal
activity. Except where claims of activity againgt fungi (yeast and mould) for excluded
products are concerned, such claimslift aproduct into the registrable category of goods.

Non-specific claim in reation to disinfectants -

Isaclaim which includes genera antibacteria action or activity against bacteria covered by
the battery of test organismsincluded in the specified test, or bacteria of the same family.
Claimsfor bacteria other than these are alowable and do not cause the product to become
registrable, but the specific organism against which activity is claimed must be included as
an extraorganism in the test battery eg. E. coli 0157, Salmonella spp, Streptococcus spp, etc
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