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Dear Sir,
Re:  Protection of Human Genetic Information | ssues Paper

The Augtrdian Society for Medical Research (ASMR) is the peak body representing hedlth
and medical researchers. In addition to direct membership, ASMR represents the sector
through 42 affiliated professona societies and Medica Colleges, representing some
15,000 people actively involved in hedth and medica research in Audtrdia In addition,
corporate and disease related foundation memberships bring a further 85,000 Audtradians
with an interest in hedlth and medical research into association with ASMR. ASMR's
mission is "to foster excellence in Augtraian hedlth and medica research, and to promote
community understanding and support for health and medicd research in Audrdid’.

ASMR achieves these god's through public, politica and scientific advocacy.

The ALRC/AHEC have compiled an extensive and thorough issues paper and the ASMR
commends the production of such an open document. However, it is not necessarily
obvious what recommendations will appear in the forthcoming Discusson Paper. Thus, the
I ssues Paper has raised concerns amongst a significant number of medica researchers, that
some of the options canvassed would severely congtrain the progress of medical research.

Hedth and medicd research (H& MR) aims to improve the condition and relieve the burden
of disease from individuds, families, communities and whole societies. In addition to this
longstanding set of gods, current (bipartisan) government policy isto trandate the
investment in H& MR into hedth, sociad and economic outcomes (eg Hedth and Medica
Research Strategic Review — the Wills Review).

As outlined in the submission by the Audtrdian Academy of Science, which ASMR
endorses, thereis not afundamental contradiction between the interests of the wider
Audrdian community and the interests of hedlth and medical researchers. While the
current state of development of human geneticsis providing a number of examples of rgpid
progress, we must ensure that this progress is harnessed to better the hedlth, socid and
economic well being of dl Audtrdians, not blocked. Thissaid, the ASMR recognises that
there are legitimate concerns that should be addressed o that the rights of individuds,
families and the community are protected.



While amgor treatise could be written on each of the questions asked, this submission will
limit itsdlf to specific brief comments on the questions of specific relevance and interest to
the H& MR sector.

Q2-1 The ASMR does not believe that genetic information should be trested as being so
unique or more powerful than other forms of hedth information. In part the view that
genetic information is more powerful than other forms of hedth information has arisen

from media smplification and public misconceptions based on dl to frequent reports of the
“identification of the genefor this or that diseass”. The Issues Paper rightly addressesthe
fact that avery smdl number of dominant or recessive disorders are now categoricaly
identifiable, but remain untreatable (eg Huntington’s Disease). However, for many
disorders where research progress in geneticsis being made, there is a perception that clear
answers are known. For the mgority of human disease, specifically the complex disorders,
thiswill dwaysremain untrue. Even after many of the genetic determinants are identified,
the may till be poor ability to predict disease outcomes due to the interplay of
environmenta factors — many of which are il not defined.

Genetic information is part of hedth information and indeed forms part of norma dinica
and other practice. Thus, a“family history” isanormal, necessary and accepted component
of dinica diagnoss or insurance underwriting. Moreover, because now, or in the future, it
islikely that advances which may impact past dinicd interactions, will be made, the

ASMR congdersit critical thet clinical pathology, epidemiologica and research samples
are not regtricted in the ability to contribute to improvements in heath and well being.

ASMR accepts that at times genetic information could lead to discrimination. We agree
with the AAS thet “over the top” rules will not lead to the betterment of Austraians, rather
specific protection againgt specific discrimination would provide the best meansto ensure
that individua and family issues are protected. Thus, we argue strongly that specific, all
encompassing genetic legidation would provide considerable burden and limited benefits,
whereas amendments to anti- discrimination, insurance and other legidation could provide
the necessary safeguards that the public dedires.

Q2-2 Both the public and the scientific research community have a strong preference for
clarity. Thus, any changes that may be suggested should be adopted under auniform
national approach. This ensures that practices in one state are congstent with practicesin
another state.

Q2-3 A consstent source of nationd advice, based on both scientific and public input,
would be valuable in ensuring that arationa approach to these complex areas is followed.
The lead of the UK and its HGC has created amodd for developmentsin these areas. Such
asanding advisory body could well be congtituted as part of the NHMRC.

Q3-1 If the suggestions of the ASMR for chapter 2 are adopted, there would be a standing
advisory body, which would lead discussion on future ethica requirements.

Attempting to legidate ethics is doomed to failure as the current field is rapidly moving.
For example, the current debate on embryonic sem cdll cloning would not have been
envisioned five years ago. Specific issues that need to be addressed should be through
amendment to existing legidation, not through a genetics act.



Q4-1,2& 3 Thenewly adopted Privacy Act, including the protection of ‘ sengtive
information’ would appear to provide more than sufficient protection for human genetic
information, athough in its current form, may need congderation of the essentid familia
nature of genetic information, both in clinica practice and in research.

Regulating genetic information at alevel that is greater than our aready compulsory
notification schemes eg cancer regidries etc. It would be to the detriment of the hedlth of
Augrdiansif only genetic information were excluded from the development of new
treatments, etc. The suggestion of an opt-out system, dthough presenting some difficulties,
could however, be away of baancing the likely views of the mgority with the strongly
held views of the minority.

Q4-4 The Ethics and Familia Cancer Report (4.88) isfar more redistic about the
essentid familid nature of genetic information as has been used for many decadesin

clinical practice, research, insurance underwriting, etc. It should form the overriding basis

of considerations about privacy of genetic information as there are agpects where despite an
individuas wishes, the familid nature of the disorder has (potentidly life threetening)
implications for others.

Q4-6 Asdated above, uniform national approaches are to be encouraged. Many families,
who will be impacted by the existing legd framework will cross gate jurisdictions,
highlighting the differentid trestment of individuas based on their place of residence.

Q4-7 Asdated above, ASMR would support any necessary legidative remedies being
through amendment of existing privacy (or other) laws rather than through an entirely new
yet overlapping legd bureaucracy.

Q5-1 See Q4-6. ASMR supports the views of the AAS on this point.
Q5-2 See Q4-7. ASMR supports the views of the AAS on this point.

Q6-1 Current government and bipartisan policy isto encourage medica research for the
improvements to the hedlth, socia and economic berefit of the country. Commercid
pressures are not externd only, individua researchers are now being asked how to
discover, protect and develop new ideas. However, whether externally or internaly
supported, such research should be conducted appropriately and consistently with the
exiging satements, guiddines and laws (see Q6-2).

It iscritical to note in genetic Sudies that the information of vaue is not derived from a
sngleindividud, but by the accumulation of data from many individuds and mary
families. No oneindividuds datais paramount to the outcome.

Q6-2 Inview of the comments made in Q2-1, it would be inconsstent to argue for more
gpecific ethica rules or enforcement of human genetic research relative to other areas of
research.

However, snce the front line of ethicd protection is through Human Research Ethics
Committees there should be a consstent national approach and dl research involving
humans (public or private) should require HREC review and approval.



Q6-4 HREC waiver of consent should be maintained. We note the ALRC found no
examples of problemsin thisareato include in this detailed | ssues paper.

Q7-1& 2 ASMR endorses the views of AAMRI outlined in this chapter.

There would not gppear to be any significant examplesillugtrated to indicate why current
regulations, etc relating to genetic databases need to be changed to provide additiona
privacy protection.

Q7-3 ASMR members are strongly concerned that ethical usage of samplesin pathology
labs or human tissue banks occurs. However, within this framework, the membership has
gtrong views, smilar to those stated by AAMRI (7.27 & 7.28), that blanket restriction on
usage of such sampleswould be to the detriment of medica research in genera and to the
hedlth and well being of Audtrdians. There should be no higher level sanction gpplied to
genetic data (which would additiond be protected by the Privacy Act) than other items of
sengtive persona medica data.

Q7-4 Werefer in generd to the AAS and AAMRI submissions which highlight the
interplay of pathologica diagnosis with ongoing research into the causes of disease and the
fact that future tests may be applied to historica samples. This forms the core of good
clinicd practice.

There should be no higher level regulatory burden for genetic versus other studies that use
humean tissue.

Consent should be the route of choice, but should reconsent be required on tumour samples
that are now able to undergo anew form of pathological diagnosis? ASMR suggests that
broadening the definition of pathological diagnosis may be a better option to tregting such
gpproaches to further regulation. Likewise, we suggest that samples from patients now
deceased should not be discarded, as their study may lead to medical and treatment
advances that may be important to their family members own wdl being.

Q7-5 ltiscriticd to notein genetic sudies that the information of value is not derived
from asingle individud, but by the accumulation of data from many individuas and many
families. No oneindividud’ s data are paramount to the outcome. As such, an individua
will have exceedingly smal clam to any form of property right. Moreover, how do
individuas with no genetic changes, but who are dso important in genetic research have
their possible property rights considered. It would however be gppropriate, when gaining
consent, to indicate that overall the research endeavour may lead to discoveries which
could be the subject of commercidization arrangements.

Q8-1 Better educetion in the area of genetics would be invaluable, especialy for
counsding patients. Asindicated by the examples of erroneous interpretation of genetic
information (10.62) training regarding the issues of genetic testing would likely increase
the vaue of geneticsin dinical medicine, if only because of good patient education.

Q8-2 Genetic testing, as with any medica testing procedure should occur viaNATA
accredited |aboratories.



Q9-1& 2 Population screening and genetic registers have been important components
of the effective ddivery of hedlth care in this country. ASMR would be concerned if new
actions were taken that would make this genetic information regulated in a differentid way
to other sengtive medica information.

Q10-1 Asstated in Q2-1 above, ASMR would like to see that genetic anti-discrimingtion
provisons are effective and achieved through exigting legidation.

Q11-6 Asdtated in Q2-1 above, ASMIR would like to see that genetic anti-discrimingtion
provisons are effective and achieved through exigting legidation. In addition, we note that
there are a number of mechanisms canvassed which address issues of genetics and
insurance. Of note is the recent recommendation of the Investment and Financid Services
Association which hes dready addressed several issues of concern in thisfield.

In summary, the inclusive gpproach of the Issues Paper will provide broad input for the
development of the Discussion Paper. The ASMR looks forward to its release and the
ability to make further specific comment and suggestions on the proposds of the
ALRC/AHEC.

Y ours sncerdly,

Professor Peter R Schofield
President



