43 Forth Street
Woollahra NSW 2025

Community Affairs Committee
Department of the Senate
Parlicment House

Canberrg ACT 2600

16 January 2006
Dear Community Affairs Committee,

Inquiry into Therapeutic Goods Amendment {Repeal of Ministerial responsibility for
approval of RU484) Bill 2005,

we are all entitled to our opinion and beliefs. But medicai decisions should be made on
the basis of rigorous and up-to-date medical evidence. And who better fo evolucte the
medical evidence than the Therapeutics Goods Adminisiration (TGA}? A recent research
note by the federal pariamentary library service says that given that the current debate
over RU 484 i "essentially over questions of risk management” and that management of
the risks associafed with medicines is an “explicit function of the TGA™, that the
Government should step back and let the TGA do its job: 'The TGA is regarded by the
Government as being quaiified to manage the risks associated with any therapeutic
good that is used {or proposed for use} in Ausiralia, From this, one could reasonably
assume that it is also quaiified to manage the risks associated with abortifacients such a3
RU4B6". {see: hitp:/fwww.aph.gov.au/library/oubs/RN/2005-06/06rn 1 9.htm)

The vast majority of Australians support @ woman's right to choose and believe that
aborlion is a matter between a women and her doclor.

The 2003 Austratian Survey of Social Aftitudes conducted by the Australion National
University found that 81% of Australians support a woman's fight to choose and only 7%
are against. A recent call for Australian voter's signatures on a peftition supporting the
removal of the effective ban on RU486 has collected nearly 6000 signotures in its first
week. (See: hitp://www.getup.org.ay/campaian.ospgeoempaign id=19).

The evidence iz In and H's clear: RU 484 is a safe and effective

An impressive roll-call of Australian, International and World Health Bodies support the
avaiability of RU 484. They include:

The World Health Organisation

The Royal Austratian New Zealand College of Obstelricians and Gynaecologists
The Public Health Association of Australio

The Royal College of Obstetricians and Gynaecolcgists (UK}
The Australian Medical Assaciation

The American Medical Association

American Association for Advancement of Science

Federal Drug Administration {US)

The Rural Doctors Associaiion of Australia

Federation of Internationat Gynaecology and Obsletrics (FIGO)
American Colege of Obstetricians and Gynecologists
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s Cochrane Collaboration

No medication or medical procedure is risk-tree. But the experls say that fhe health risks
associated with RU 486 fall well within acceptable limiis

RU 486 has been used by over 21 million women waorld in more than 30 counlries,
including the United Kingdom. New legland and the United Stotes. According to the
Royal Australian New Zeaiand College of Obstetricians and Gynaecologists, the risk of
mortality and sericus complications with abortion are “rare” and in some cases may be
lower with medical abortion. {see:
h%%p:/fwww.rcnzcoq.edu.mu/wcmensheoi?h;’pdfs/Termination‘of-preqnoncv.m}f].
indeed. the adverse drug event rate for RU 486 is very low at .137%. This compares with
the overthe-counter drug Claratyne which has an adverse event rate of 12% (87 times
higher than Mifepristone}.

RANICOG also notes that intection using medical abortion “may be less frequent than
with suction curetiage method of aportion”. This is relevant to discussions sutrounding the
racen! deaths of four American women from an unusual pacterial intection. In the
December 1st Edition of the The New England Journal of Medicine Dr Robert Greene, o
Professor of obstetrics, gynecology, and reproductive biclogy at Harvard Medicol
School, Boston and the Director of obstetrics at Massachuselts General Hospital, Boston.
has argued that the overall mortaliity rate associaled with medical abortion is small
{1:100,000) and no difterent fo thot posed by surgical abortion. Given that it remains
unclear if the infection was associated with abortion using RU 486, and RU 486 has been
used by millions of women in Europe and China with no reported instances of the
infection, Greene argues against regulators restricting o banning the drug, though he
stresses the importance of women being informed about the small risk of this infection
pefore giving consent {see:

hnm:IJCOnTem,neim.orqlcaifcoment/ful%/353/22/231 72query=T0C). The US FDA recently
affirmed 1he safety of medical abortion for American women and authorised s
continued use.

Making a non-surgical option avallable to women wilt not increase the abortion rate

Medical abortion, fike surgical, requires appropriate medical supervision and wormen in
mos! states will stil need to persuade a medical practitioner their abortion is “necessary”
for them to comply with relevant state criminal codes ragulating the procedure.

Overseas experience shows that that the availability of medical aportion does not
increase the overall number of abortions that take place, as was recantly
acknowledged in a recent briefing paper by the Australian Christian Lobby. {See:
hiip:/fwww. aclorg.ay/pdfsfioad_pdt public pdizpd! =437 &from=)

The infroduction of RU 486 in Germany 1999 has seen a steady fisa in the number of
women choosing a medicat abortion, but  retalively steady rate of abortion over ol
increasing numbers of American women are dlso choosing medical over surgicat
abortion, but the US recently recorded its lowest overall rate of abartion in 30 years. In
sweden, abortion rates actually declined after medical abortion was introduced {See:
N/ fwww, adi-usa.org/pubs/iournails /34 15402.pdf)




The Therapeutics Goods Administration - not politicians, religious leaders, academics or
polifical activists - should declde if RU 486 poses an unacceptable level of sk to
Ausirallan women

The upcoming voie is not about abortion, or the safety of RU 484, 1t is about who wili
decide if RU 486 is sate and effective enough for Australian patients and we uphold that
the Therapevtics Goods Administration - not politicians, religious leaders, aqcademics or
political activists - should decide it RU 486 poses an unacceptable ievel of risk 1o
Australion women,

we reiterate that medical decisions shoutd be made on the basis of rigorous and up-to-
date medical evidence. And who better 1o evaluate the medical evidence than the
Therapeutics Goods Administration.

Yours sincerely,

M Cer M
Sophie McCarthy

Prasident
NSW FPA Healih Foundation






