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https://consultations.health.gov.au/medicare-benefits-and-digital-health-division/safe-and-responsible-artificial-intelligence-in-he/
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https://storage.googleapis.com/converlens-au-industry/industry/p/prj2f6f02ebfe6a8190c7bdc/page/proposals_paper_for_introducing_mandatory_guardrails_for_ai_in_high_risk_settings.pdf
https://storage.googleapis.com/converlens-au-industry/industry/p/prj2f6f02ebfe6a8190c7bdc/page/proposals_paper_for_introducing_mandatory_guardrails_for_ai_in_high_risk_settings.pdf

fupeuantsfidaiuinigunalunsldnu Al edrUasadbuasiuinwou Snvldszyniaden
fsguiaeeansdeidmansannsiduliimsnstestudmiviivamuasldou Al luanminndeon
fifianudssgdluosaands madonmardsudinsounguanefifogiftofiniuinnsnisdestunie
Lﬁaa%wﬂiamgmnaim%u LU NSLEUBNIINTINTE I TRYElATIRe Al
(o) Ineiifsunanoamadenesin Al \umaluladifimnuddnes B uaedidnanm

Tumaiis@nmnuansnsalumssdn udlvdapmnsnaunauinue dadduuinnssuuaznsiiuinisiiananse
il sfeumsunmduazansisaigy Sunaeeawsdedlsthuumeysannmsmsanesdeaes A
wildludosderoluil

> MydasumMInaLINUITeLasiau (RRD development) lugnanynssy Al
aeldlasamsativayuniSiilensidauagniswamn (Research and Development Tax Incentive (RDTI)
Tnelad) Afl. bolle - wolom 1A59715 ROTI IfatiuayulAssmsiiu Al siBeuiveassos (machine leaming)
wavmeuRne oA (computer vision) iuRUSUALTITIUN eoic ErunsaansendInsIae

> M39nasssulszananduiudiuiu o Wudruneaasooansides Tiun
nesyuiluyluvian (National Reconstruction Fund (NRF) iiteatiuayuusmsnumeluladdisimnumsen
flazidulaseld

> N3 duRuIIuI el d1uneaaseeansids Tu Industry Growth
Program Wipatiuayuuisvvuianatsuazsuingendisdunismendvdvielasensfidnnsvenes
Tuituil NRF

> msamuduiuduim oo dunsaaifosmnaide wodndguelnl
$1uu @ wisneldlasenis Al Adopt ileatuayuuariineusuliuauismuuiananaazunagesilunis
dadulafiazld Al iloaungsRavewny

> mslis1siagann €oo,000 neaafoRaAATIAY IleatuayuNTITouas
MR LA YUE 19T @ 518

> mysudulassnsdmiuaugulmifiiendn Next Generation Graduates
Program LﬁaﬁqqmLLazﬂﬂauma%’wmmﬁmmﬁyﬁm Al LLaszﬂIuIaﬂﬁLﬁmﬁuimﬂﬁmﬂuiuim
Weatuayunmaiulaveamaluladluseanside

ith mMsffuguatifiuszansam mswainusuazauannsalunsuinis

Jnnns msatuayund U URARaauazmslnsAnund s msld Al etnsilmasuiisvey iudsdudy
Agteasuairsusslovives Al liundsmiluoeansdy wazdsuiaseamsidslii “vdnaTusssu A
Y9900anTIAY (Australia’s Al Ethics Principles)” anldunnulsviefedosiu Al

“Ju Al Ussaniiagfineusulineufiunesifaunuuiinisuesvesuyed n1siseuiannsiasiei
andawaznimadouln n1sduunmNkAna1IeiLdTidsasdnyarvesing suduwvumiwedinginis
Uy usehivg



(o) WkuMIaAeRU Al ivasafeuaziamuiuinveu

SgunaseansidsasidunsUsanunususing 9 Weflaziiugua A
Tngunumsvhauaduildtmuadotsduiinugluiunsdaaiuuasmatau “snsgiuamiudasnse
AU Al wuvasiasta (Voluntary Al Safety Standard)” Lﬁaa%ﬁqmwm%’uLLG‘ﬁaLLazéﬁ’mﬁ]ﬂﬁLLdngﬁuﬁau
fiflog] afansildiusnluseiussninssemaiioliifnmnaonadoaasduiusiu aduayulisguna
Hushegndludnu Al wasiuusslenives Al uidsueeanaids vl msatuayumsiann Al fiuaends
wazlanusuinveuUsnaudie & ndnnsiiddny Téun

vinmsiuis msarengindeuliianudaaulasuiuey

autaeuiaziuesuveangsuideulumsauuasiiugua Al udeidndu
ﬁmaaammmEJI@auuauwaﬂmimﬂmﬂmamummiawummmﬂm lawn ngmue a15150E
ngvanerfuslan uaznnuanedvdns uazldinauouinsnisteatuninudesgediiinein Al sauds
msdnvihgnsmansnsmiugua Al ileatuayumsuuuadeyaiisiiuanuaaniseantisay
fifduqualiiduiiagtusgiane uanaNi Ssunaesamsiglaegseninan1sNATANNUNIUNG MUY
anududiuyana (Privacy Act) MstauengvneiioUsuUsmmsmeuniteyaiinanarnuazdoyaiiia
LaznInuMUNguunemuUasnsieesulail (Online Safety Act)

vdnnsiiaes MsauaLuULAzNITALATILUIUTANA (best-practice
governance)

IR ainuELazanEnsalumsiAuguaiosuRaveusie Al iduGes

(% o

fddry Suradsladalil “unssumnuasadoves Al wuuasiasla” (Voluntary Al Safety Standard)
Lﬁ@iﬁf@miﬂgﬁ’aﬁﬁﬁﬂmumwwmLLa gilduiidlussdussdnsuagsruy

MANNSNENY NSATUAYUANNEINITAAUY Al

Sgunaeeasdslansani NsnsdasuANason1w Al TAnUssavsann
mmﬁqm FINTANTUNITUIULATINTAN 9 ﬁﬁagj 19U Al Adopt Program

vannsid sunalugrugiidusunuy

fyureveaumsidsldurisinughaudi Al Junilefiaraduayumsiaun
Al fiuaendunzsuiinveu uangvhautasAuannisialuudadau fufl mo fquieu oloe uifidsdidn
wil stiaee Idun Digital Transformation Agency (DTA) 7ismasufiaveulunsiauwassiduulowie
v lissuaduduuuvensld Allasmseenuleviaifsaiunsld Al ogrsliausuiovey uazas
thsedlumsoenununumMsulseiu Al ileafuayumsyssiiuiazaneudesanmsly Al senuilusuien

vanMsivh msfidiusalussiuseninasene

furaveawmsidslatiduiulussduununemAieuaniudsunlsuneiiendu
vanUfURTA A adannuidesiunazUssaniam uasiiielSouduszaunsalvesusemadu Taosjands
faglvingszdounelulssmaiimnuaenndesiueramnyauiutennauasndnmslumsssminsuseina



&

(@ Syuraeeawsidslansenininisiinuansaunsiiugiakazngseideu
Auanyauiefsvadvayuuinnssuaznaiann A Suhlgusslonigaaunvnesangds meiaun
waznsld Al Tueseawmsideduluamuiinsounguaneldivualideszneusengraneainvanesn
Wy nquanefetuguilae aandudiuyana msserunsidenUfjun nsudsiu mduasesteya
wazAvans naiawwaznsiuauienlunsldvelulad Al sdemailutagtuiddonduauing
Tuneuludsruiiluiivasaudaonsoiioralildsuamuailannesdnsiidesnsld Al luaninuanden
flarandege fFuiaoeawmsdsdslianuddyuninsimunnseunisifuguatitedesiuanandeme
floradntuann Al lasdmualsinisldeu Al egluuduniifannuidssas (high-risk settings) Tiftoidu
nseulumsmiugua Gesmsimuels Alussuuidanuidesgsiivanlumsiansanadeadsiuiumg
flanameglsuuazuauneldimualiiduiu Uszneude

n ANdseiiiinansznuisauseAvisvesyanan LN vnednsuy vy
yosooandslnsUAniaNaTveusssy udsiusnsdinungranedvsuywevusninaseme

¥, Ardesiidnansenuidsaudequnnnieuazguanin vonaUasnse
VDIYAAR

A. AudesifinansenuiBsaunengrng mMviuUszanvvieran sy
anvazAdeAfiUioyAAa

1. mudesiifinansevuidsaurenguyanarsoyana 1130avETINY TN
TUUETTY

2. rudssninansEudausiolasugia du anminaden uasndnifssu
vasepansiiglulnii

2. ANTULSILATYBULIAYBINANTENULTIAUT Tmusly . - 9. dhasy

(@) Tuduvesanudssiifinansynuideauiequaiwnouazaunmin vieadu
Uasadsrasyanaiy lddauinaiad uludsauooamsideisifunansenues Al Aidsogunin
uazautaeadsvosyaraiiuandy anudssiiiniudindnenadsuudadliuniunisld au A
Tundndnusiviegnamnsausie 4 Tudinuszsifu udnnsfinnsunludesd fuunduieliudlald
SsunaveamsidsliimdniFosnnuidssiosinansenuseguaimne auamin wazanuUasnioves
yana sfinsuiefvualiszuy Alifussuuiifiauidssgenunseunsiiuguavesigunase
iesaniiuin wii Al anduszuuiidhandisiaiuainassaviamuesnisquaguamluagiu wsea
fingi Al inldauludnuasdlimnganvieneliiAnsunsorequaimuazanulasnsevesynaals
WU Arsuanad LT ausssunswlarewnstenaiinalinisly Al arrawesdldvaiemueaandou
visensdindnisld Al Uszifiusefuoendiavluidenvesineddiaiudueiadidnsinsefuoondiauiigs
Auatedwmaligvasnguilldsunsinwniensswendiaulussduilingan Wudu Favdnluns
firrsanrinualid Al egluvuniifinrudssgatuindaeandestundniiarsunvesinsUssma vy
Tuamamglsy fvualviszuu Al daegluvFunidamnuidosgs uazanigeudnimuals Al iduszuudiil
Audssgonnszuutuneliisrnudsstenmaontouanduamudswiefvsaunguineuas SgeTsayay



.o WHLIUATUEUNWADNA bole - womm (Digital Health Blueprint 2023 - 2033)°

unusatuiimuauusnsUsuUssruUTeyauasAdvialaedimanedl

(o) Wioas1smnuidesiuindeyaduguamansnsadamuigagsinuszuuguam
uazvilvigthefidusnuarannsodadulafsriumsinuesiieiesld

(o) WleasrsmndesiuinyaainsynansunnddstianuiBsrmaygeanansaidnds
Toyavasrthelaviunauasuiud

(o) Wilov el WsEUUgUAMROUAUBIAoImAlulaTlmsl q waradrenudesuin
mslideyasnugunmasiuluegisUasnsouagiiuag

unuusaldmisiavnesansdodeieiniszidiusalunsquaguninaes
pueBNTY Lardeamsuinsdiuguawiiuguasdugudnans deasvinliiAneusiulalédng i
Uimssuguamazlisudeyansinudihenfimuasuiiu Wilauasdnidls liiaglisnsiuanuilla

fin

WL wsiemesniiu « dudAey Usznaume

0. NM3a3513A10 0119l uAIUAINNTIVBIYIBRAN A ETUAUE U NLAE AN
Huagiia

o w o Y Aa w

STUUgUNNUeteeansiigaglutinUdsurunddguarMaundgyiulania

o o
% L ¥ d‘

LarANUNIMETINAY 919 MiLTUYeIUTIAlIAE 0TI Madgdenunasle wasAunuAUguN ALY

g9y dmsiumstesiunnniinssnwiiennudsuvesssuvaunmlusseseny vl ¥ieeamsiae

¥
a =

= LY o Aaa o < 1 al Yo LY
feumaniwienmaimalulagddviaulilunsguaguamuasanudusg Ndundulaglasunsaduayy

(%

INNTENTNATITUAUUALNTARAN g9 T8veseaansidendunumdrdgylunisaiianinudlase

o
U ¥

AmuFBanIsuazAumanaiild sunasiulusugunnddalasendedeyaadnainguilag
A lAUTNIAUEUNIN UnTTELasiTaL azatrgeamnssy Juslandainuaianiazienis i
foyaduguamvssmmedldinniuuardouianslisudeyaierfuauamuasarunfuogiitusznouns
dadulalusugunmuesnu Tufensimadenuaznindidedliuinisavamlusuuuuiinseungy
waguzay dn1siiadosdionianalulad wu aundnlnu ueundiedu uasfuled wlduindy
dieauayuuasiasuUsyAnsnmuaauinisvani

o. AaFguramdsiudunsiiensuaussiennuaianisuauawiivaves
Y1I00ANTIREY

Syunaldmumuadmnendnieatuayunishiusmsauaunmuasaudueg
PAluswANILE A bomm UsEnausie (o) ¥nieeawsidielnadontumsauaguninuwasanutueg 1d
YowmUDMAzAIN I sSEUVATI N BARR LTy g un YRl naendun1aN1s N (8) UAAINT

AuguanveseansidglasunsiasuAnan e uAIvia (o) Teyamsaumeaninisudedunaziinguan

¢ Department of Health and Aged Care, “Digital Health Blueprint 2023 - 2033: A more

personalised and connected health and wellbeing experience for all Australians”, Commonwealth of Australia, 2023



o
HlmioghalaonsofiolmAnmaGeulsruvauamildosnedsiu uas (@ Tasasiuguiufdvadivuats
Husngnilunstuiadounnuindionarszuugunmituguiifninsg iy Uaonds uaziung

. MIUFVIAE UL IETLUUANS15UGUVB S0 BAIATLAL

WnefismuslusunuiasiliiAenadsuasmueadend nfauam

Aaviauazumunlunisguaguninluowian Tnsunusu svaduayunisguaguamvositaslnediue
AduiussEminathefuglnmssuaunmeddlnddaiiedamunanssnulagldsunsatuayu
sudeyauazAdviafitiuszansamn

<. Aaziuiunsdelulusunan

wuue nesunefividerimivessguialunisasislssaunisalinuguainuay
mwmﬂuawawummmww giuandoulesusniudmivreoanade ogslsia M3l
uuuiay ﬂ’J‘Uﬂﬂ‘Ufﬂi(ﬂ’]LHUM’WT;ILLNUUQUW]TW]ﬂi y3uAsITNgLAT NI Lad e Todarindy
iielvussgidesiminuunuate snfaasldfnvuasimunssuauns At eTundouny
PADATLILIAYBIMNLTLE
0.0 MaLFanduuanwiionnnslinguane®

maiafinnsuasiiunnduiuresiyyssviildlunisquaguam
LLazﬁqﬁ'&lﬁddﬁﬁmmmﬁmWaﬁéfaqﬁmiﬁ'ﬁuqLLaaEJ'NiaumaU MSAAURLANGANA 9 Aumnsineiy
Tushumsquaguamuasgsiodonldnadndaunnsistu wu nmsiduguan gugliunismanisumme
i Al uldlunsufoReu nquesdnsiitn Al unldiilefinuszansamlunsliuinisduguninvie
nsquatasie venguiunsvenduasiiionh Al unldlunisadslunanieindesie 1Wus

msth Al il lunmensuwnduazasisuavlueeamsidsifsadosiungmune
aguuiidiey 1Wu nguanaiierfuanuiuegdiuiuazanuuszanniduidemanisunngliimun
FBnsihdeyaunlduazanasgiunisguaguandidosda il luuisnsdlenadaausgudrinnginasiva e
unsgiuiidegazthunldiu Al 'l udursnsdenasududeseenngunasilusiiiothunlddsiuiu A
Tagianz mslfiedesdielunsifuguasungmanefivarnnanesandueiarielinisld Allunisgua
aunnuazigeioidululfedneanndts Tnefimadenlunisldiniastionanguane il

o. MaUFulgsngranedifegldiuatedeliu nguunetagtuenadinudly
WMsufiegnresinavesngminstazimuangnasilvsiilosessudseidiuiieddu Al lasanzvie
dielAneudaauAeiuiSmsld Al lunisquaguamn

©. msmﬁﬂﬂwmmmiwu mimﬁﬂgwmwiﬂ,mmﬁmLUuLwammmnmmu
miUmmumiwwmLLa‘vmﬂumLLa Al NYMINEWEUIINAATOUARUTIIATUNTARAGUN INKAL NI TENTO
fifugua Al lamunsUssansini wu Al Ssadneassd

® Department of Health and Aged Care, “Safe and Responsible Artificial Intelligence in Health Care —
Legislation and Regulation Review: What are the possible regulatory changes?” <Consultation on Safe and Responsible Al in
Health Carepdf> HufutayaliioTun & ngunax beow


https://consultations.health.gov.au/medicare-benefits-and-digital-health-division/safe-and-responsible-artificial-intelligence-in-he/supporting_documents/Consultation%20on%20Safe%20and%20Responsible%20AI%20in%20Health%20Care.pdf
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“ Australian Privacy Act 1988, No. 119, 1988, Compilation No. 101
“ 2A Objects of this Act
The objects of this Act are:
(a) to promote the protection of the privacy of individuals with respect to their personal
information; and
(aa) to recognise the public interest in protecting privacy; and
(b) to recognise that the protection of the privacy of individuals is balanced with the interests
of entities in carrying out their functions or activities; and
(c) to provide the basis for nationally consistent regulation of privacy and the handling of
personal information; and
(d) to promote responsible and transparent handling of personal information by entities; and
(e) to facilitate an efficient credit reporting system while ensuring that the privacy of individuals
is respected; and
(f) to facilitate the free flow of information across national borders while ensuring that the
privacy of individuals is respected; and
(g) to provide a means for individuals to complain about an alleged interference with their
privacy; and

(h) to implement Australia’s international obligations in relation to privacy.
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?° 3 Saving of certain State and Territory laws

It is the intention of the Parliament that this Act is not to affect the operation of a law of a
State or of a Territory that makes provision with respect to the collection, holding, use, correction or disclosure
of personal information (including such a law relating to credit reporting or the use of information held in
connection with credit reporting) and is capable of operating concurrently with this Act.

“? 5A Extension to external Territories

This Act extends to all external Territories.
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°° 6FA Meaning of health information
The following information is health information:
(@) information or an opinion about:
(i) the health, including an illness, disability or injury, (at any time) of an individual; or
(i) an individual’s expressed wishes about the future provision of health services to the
individual; or
(iii) a health service provided, or to be provided, to an individual,
that is also personal information;
(b) other personal information collected to provide, or in providing, a health service to an
individual;
() other personal information collected in connection with the donation, or intended
donation, by an individual of his or her body parts, organs or body substances;
(d) genetic information about an individual in a form that is, or could be, predictive of the

health of the individual or a genetic relative of the individual.
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“" Division 2—Australian Privacy Principles
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o« Therapeutic Goods Act 1989, No. 21, 1990, Compilation No. 87
°¢ 4 Objects of Act
(1) The objects of this Act are to do the following, so far as the Constitution permits:
(a) provide for the establishment and maintenance of a national system of controls
relating to the quality, safety, efficacy and timely availability of therapeutic goods that are:
(i) used in Australia, whether produced in Australia or elsewhere; or
(i) exported from Australia;
(b) to provide a framework for the States and Territories to adopt a uniform approach
to control the availability and accessibility, and ensure the safe handling, of poisons in Australia;
(c) provide for a scheme allowing pharmacists to substitute certain medicine for other
medicine if the Minister has declared there is a serious scarcity of the other medicine;
(d) provide for the establishment and maintenance of a national system of controls
relating to the regulation of vaping goods that are:
(i) imported into Australia; or
(i) manufactured in Australia; or
(iii) supplied in Australia, whether manufactured in Australia or elsewhere; or
(iv) exported from Australia.
(1A) The reference in paragraph (1)(a) to the efficacy of therapeutic goods is a reference, if
the goods are medical devices, to the performance of the devices as the manufacturer intended.
(2) This Act is therefore not intended to apply to the exclusion of a law of a State, of the
Australian Capital Territory or of the Northern Territory to the extent that the law is capable of operating

concurrently with this Act.



olcd

iiail ngraneaduilaladdud eldifuunuiingrunevessy wailewmans
nsenUnAIes Northern Territory m'mwhﬁﬂgwmammLsumLmuLwéﬁmmiﬂ%ﬁ’ﬁuimﬁungvmw
atuild

oo aszddiieadasiu Al Tumanisunnduasansisuge

(@) fgnudin “iaTosdiounng (medical device)”®® mnen i (a) l3edilo
guUnsal 1a3edld wewiuaf ansiedl Jag nietngdula (diaslduvuifvavdeldsindudadu suds
gonusATndudmnsunsldausgruanzan) Admualasyanad adufdmireuseazdmiig
e Tnguszasdeendasgrovils o

> ety Msdesiu mshseds nsaenisal Manensadlsa N133nw

N30N15UTTINILIA

°> 41BD What is a medical device
(1) A medical device is:

(a) any instrument, apparatus, appliance, software, implant, reagent, material or
other article (whether used alone or in combination, and including the software necessary for its proper
application) intended, by the person under whose name it is or is to be supplied, to be used for human beings
for the purpose of one or more of the following:

(i) diagnosis, prevention, monitoring, prediction, prognosis, treatment or alleviation
of disease;

(i) diagnosis, monitoring, treatment, alleviation of or compensation for an injury
or disability;

(iii) investigation, replacement or modification of the anatomy or of a physiological
or pathological process or state;

(iv) control or support of conception;

(V) in vitro examination of a specimen derived from the human body for a
specific medical purpose;

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

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

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

(b) an accessory to an instrument, apparatus, appliance, software, implant, reagent,
material or other article covered by paragraph (a), (aa) or (ab); or

(c) a system or procedure pack.

etc. etc.
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°" 3 Interpretation
(1) In this Act, unless the contrary intention appears:
therapeutic goods means goods:
(a) that are represented in any way to be, or that are, whether because of the way in
which the goods are presented or for any other reason, likely to be taken to be:
(i) for therapeutic use; or
(ii) for use as an ingredient or component in the manufacture of therapeutic goods;
or
(iii) for use as a container or part of a container for goods of the kind referred to in
subparagraph (i) or (ii); or
(b) included in a class of goods the sole or principal use of which is, or ordinarily is, a
therapeutic use or a use of a kind referred to in subparagraph (a)ii) or (iii); or
(ba) determined to be therapeutic goods under subsection 7TAAA(1);
and includes biologicals, medical devices and goods declared to be therapeutic goods
under an order in force under section 7, but does not include:
(c) goods declared not to be therapeutic goods under an order in force under
section 7; or
(d) goods in respect of which such an order is in force, being an order that declares
the goods not to be therapeutic goods when used, advertised, or presented for supply in the way specified in

the order where the goods are used, advertised, or presented for supply in that way; or
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(e) goods (other than goods declared to be therapeutic goods under an order in force
under section 7 and goods determined to be therapeutic goods under subsection 7AAA(1)) for which there is a
standard (within the meaning of subsection 4(1) of the Food Standards Australia New Zealand Act 1991); or
(f) goods (other than goods declared to be therapeutic goods under an order in force
under section 7 and goods determined to be therapeutic goods under subsection 7AAA(1)) which, in Australia
or New Zealand, have a tradition of use as foods for humans in the form in which they are presented; or
(g) goods covered by a determination under subsection 7AA(1) (excluded goods); or
(h) goods covered by a determination under subsection 7AA(2) (excluded goods), if
the goods are used, advertised, or presented for supply in the way specified in the determination.
°% 6 Operation of Act
(1) This Act (other than Part 6-1A) applies to:
(a) things done by corporations; and
(b) things done by natural persons or corporations in so far as those things are done:
(i) in the course of, or in preparation for, trade or commerce between Australia and
a place outside Australia, among the States, between a State and a Territory or between 2 Territories; or
(ii) under a law of the Commonwealth relating to the provision of pharmaceutical
or repatriation benefits; or
(iii) in relation to the Commonwealth or in relation to an authority of the
Commonwealth.
(2) Without limiting the effect of this Act apart from this subsection, this Act also has the
effect it would have if the reference in paragraph (1)(a) to things done by corporations were confined to things

done by trading corporations for the purposes of their trading activities.
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om Therapeutic Goods (Medical Devices) Regulations 2002, Statutory Rules No. 236, 2002,
Compilation No. 66
““ 41CA Essential principles
(1) The regulations may set out requirements for medical devices.
(2) These requirements are to be known as the essential principles.
(3) Regulations made for the purposes of subsection (1) may include requirements in
relation to the inclusion in the database referred to in section 41CE of the following:
(a) unique device identifiers of medical devices;
(b) information relating to those unique device identifiers, those medical devices
or the import, export, manufacture or supply of those medical devices.
(4) Subsection (3) has effect subject to subsection 41CE(2).
(5) Subsection (3) does not limit subsection (1).
¢ part 2—Essential principles
2.1 Essential principles (Act s 41CA)
For section 41CA of the Act, the essential principles for medical devices are set out
in Schedule 1.
® Schedule 1—Essential principles
Part 1 - General principles

Part 2 - Principles about design and construction
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*’ Schedule 2—Classification rules for medical devices other than IVD medical devices
Part 1—Interpretation
1.1 Transient, short-term and long-term use
(1) For the purposes of this Schedule:
(a) a medical device is intended for transient use if the manufacturer intends the
device to be used continuously for less than 60 minutes; and
(b) a medical device is intended for short-term use if the manufacturer intends the
device to be used continuously for at least 60 minutes but not more than 30 days; and
(c) a medical device is intended for long-term use if the manufacturer intends the
device to be used continuously for more than 30 days.
(2) For the purposes of determining whether a medical device is intended to be used

continuously, disregard any temporary interruption or removal.
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