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Regulationiacress Australia

% Commoenwealthlaws prohibiting cloning

and regulating embryoe researchn

% conresponding laws in all'states
% lawsifior assisted reproductive medicine in

3istates (SA, Vie, WA)

% national ethical guidelinesiapply.



National legisiation

% pational legislative scheme — Commonwealthand every State
Pronibion.orfuman ClonmgAct
Researchlnvolving Fuman EmpryosAct

% prohibit clening and strictly regulate embryo research

regulatesaspects of clinical practice, clinical reproductive medicine
research and the development ofiembryenic stem cells

does not regulate the use of' embryonic stem cells

% NHMRC Licensing Committee
Issues licences for research and training using excess human embryos
established under the Cwih RHE Act 1n'2002

Under thhe SA Act - researchireguires a licence firom the Cwih NHMRC
Licensing Committee
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USing embryesiin research

% Strictlicensing criteria

limit embryo research
— valid research, HRECapproved
— Justifiable use e human embryos
— Uses minimum number of embryos
— likelihoodiofisignificant advance in knewledge or treatment

technologies
requires infermed consent from embrye denors

parents’ decide Whether embryos that are excess to
treatment are discarded, donated to anether couple or
donated te research
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Regulauion i Seuth Australia

% South Australian

Prohibition of Human Clening Act 2003

Researnch Invelving Human Embryoes Act 2003
Reproductive Technology (Clinical Practices) Act 1998
Code of EthicallClinical Practice 1995
Eamily'RelationshipsAct 1975

SA Councilion Reproductive Technology.

clinical licence conditions

% National

Prehibition e Human Clening Act 2002
Research Invelving Human Embryos Act 2002
Sex Discrimination Act 1984

NHMRC guidelines 2007

NHMRC National Statement 2007

RTAC Code ofiPractice
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lheleaqisiative jourmey 1996- 2001

.olo.
‘@

what they'wanted: national regulation ofireproductive technology

whatwas possible: anationaliban en human cloning

AHEC review ofiNHMRC ethical guidelines oniassisted reproductive technology,
Commoenwealth House of Reps Inguiry — Andrews Committee

referral to/COAG and Health Ministers

COAG asked fornational pelicy proposal, agreed by COAG 5 April 2002
Commonwealth legislation draftedand passedDecember 2002 (conscience vote)
Acts required a review in 3 years

passage of State and Territory legislation 2003162005 (conscience vote)
review of Commonwealth/legislation (Lockhart Review) 2005

Commonwealitih laws amended Decemberr 2006 (private member's bill)
changes will'lbecome effective 12 June 2007

amendments to State legislation reguired tore-establish the national scheme

Coming to.aramiamentnear)ou!
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Whyanational Scheme?

% Constitutienal coverage
Commonwealth/Acts cover Cwihigovt agencies and trading corporations
bUL Not state goviagencies, non-trading corporations or mdividuals
State Acts COVEr EVEryone
Cwith Acts trump State Acts - but status ef UnIVErsIties Is unclear
single nationallLicensing/Commiitee

% (Corresponding Act status
Cwith Minister declares State Acts corresponding

only researchers operating under the Cwth Act or adeclared
corresponding Act canibe issuediaresearchilicence

% |ntergovernmental Agreement
signed by all premiers and the Prime Minister
agreed to introduce an amendment bill (conscience vote)
Victora already amended; NSW BIlIinParliament



HUman cloning/prohibition

% Origimal laws
prohibited hoth reproductive and ‘therapeutic’ clening
could enly create embryos by fertilisation andionly toiachieve pregnancy.
allowed ESCs only/derived fromiembryos excess to ART treatment

% Amended laws
pronibit human reproductive cloning

separate the regulation of excess ART embryos fromithese created by
othermeans (SCNT, parthenogenesis)

allow/the use of excess ART emiryes In research withia licence
— but prehibit the creation of embryes for research by fertilisation
allow'the creation of emlryes for research by SCNT with a licence
— but prehibitthe implantation ef such embryes
retain the 14 day limit on /77 vitrodevelepment of both types
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Other prohibitedipractices

% Onginalllaws prehibit

creating embryos with genes from more than 2 people
developing embryos outside of awoeman for >14 days
using precursor cells from embryoes or foetuses
making heritable alterations to the genome
collecting viable human embryoes from awoman
creating chimeric or hybrid embryos

Importing or exporting prehibited embryos

placing prohibited embryes in aweman
commercialtrading in eggs, sperm or embryos

%  Amended laws

retainthese prohibitions, withiexceptions

prohibitions divided into
—  these completely prohibitediand
—  these prehibited unless autherisedby alicence
all' prohibitions still apply te embryos created by fertilisation
—  exceptallewa licence for hybrid fertilisation solely for testing/spermiguality/in a licensed ART facility.
allow a licence for seme procedures for embryos created for research by other means such as
—  using precursorcells to create embryos
—  creating embryes withigenetic material fromimore than 2 people



Defining an embryoe

% Ongimallaws definedian embiyo at the start of fertilisation

numan emoryo means alive embryo that has alhumanigenome or an altered
humanigenome andithat has/been developing for less than8weeks since the
appearance of 2 pro-nucler or the initiation of Its development by ether means

Auman emoryo.clone means ahuman embryoe that 1Sia genetic copy of another
livingjor dead human, but dees not include a human embryo created by the
fertilisation of a human egg by human;sperm

% Amended/laws definean embryoat the end ofifertilisation
human embryo. means a discrete entity that has arisenfrom either:

— thefirst mitotic division whenfertilisation of a humanoocyte by ahuman
Sperm is complete or

— any otherprocess thatinitiates organisedidevelopment of abiological entity
with a human nuclear genome or altered human nuclear genome that has the
potential to;develop up te, or beyond, the stage at which the primitive streak
appears

and has not yet reached 8weeks of' development since the first mitotic division.
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Amending the SA Acts

% ACts are committed to the Minister fior Health

# Intergovermmmental Agreement - by 12 June 2006
% Expectedito e aconsciencevote

% [here Is no SA Government pesition

» Amendment Bill will refiect the changes made
nationally

% Parliament may amenditiie Amendment Bill

% Alming for Cwihiand State legisiation that will
consistently cover all'SA researchers
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