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The Secretary, Community Affiirs,

Senate Commiltee Inquiry into RU 486 & —

Parliament Touse, C To o ¥ F 9 ed
Canberra ACT 2600

SUBMISSTON ON RU 486
Prear Senators,

As sendor counse! with over 50 yoars expericnec us @ barrister and having scted in numerous personal
infury cases, [ am writing to draw your atlention to the fact that there are already several Tegal cascs
pending against Danco Laboratories in the USA for death andfor injury caused by R 486,

Unitl these cases are resobved, it is my opinion it the Austrabiun TGA shouwld net be authorised by our
Parliament to determine the salety of the abortion drug RU 486 as alt the facts will not be known until the
evidenee is heard in the US cases and the outcome has been judicially determined.

I have acted for and obtained damages  for women psychologically traumatised by abortion, including a
case where i woman passed recognizable fetal parts. She was so severely traumatised that she suffered
gross psychological damage and was still unahlc to work when her cuse was setiled at mediation. [t was
not anticipated she would be able to work in the freseeable future,  Her quality of Tife was minimal.
Such trauma is likely to occur more frequently with the use of RU 486 where (he woman will often be
ahorting at home. With surgical abortion ordinarily care is taken to ensure that the woman does not sce
any parts of the fetus because of the known trawmatic effect of the sight ol identifiable fetal parts.

1 have also acted in other abortion-retuted damages cases for women: [ would uppreciate the opportuntly
1o appear as a witness before your inguiry and ountling the physical and psychological trawma expericnced
by women [ollowing abortion. Such trauma will be exacerbated with the prolanpged RUJ 486 procedure
which takes a week or more, comparcd with surgical abortion which is relatively swift,

Becanse of what is alrcady well documented about the possible effects of RU 486, iU seems (o me many
topal actions for negligence are likely to be brought against medical practitioners preseribing ils use,
when there s resulting injury to the patient, nor would I rule out the pessibility of Tegal action against the
TGA if its decision Teads to making the drug available in Australin. Depression leading to suicide is
amonest the possible adverse reactions. See atlached note,

Also altached s background information front Concerned Women for America on Danco Laboratorics
and the manufactore of RU 486,

Charles Francis, AM, QUC, RFD 4 ;}'{Aﬁg—o %A‘ﬂmwa

12 Denham Place,

Toorak, Vie. 3142 //
Phi(03) 9822 5218

Fax: (03) 9822 30069
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SUICIDE LINK TO ABORTION

Springficld. 1L — A study published In the Auguest edition of the Seuthern Medical Joumnal reveals that
women who have abortions are at significantly higher risk of near and long wrnn death than women wheo
give birth. This contradicts the widely accopted opinion that abortion is safer than childbirth.

Reseurchers examined death records linked to Modi-Cal pavments for hirths and abontions for
approximately 173,000 low income Califomian wonien, They discevered that women who had abortions
were almost fwice as likely to dic i the following two vears, They alse discovered that the elevated
mortality rate of aborting womoen persisted over at least cight years. Over the eight year period studied,
women who aborted had @ 154 percent higher risk of death from suicide, an 82 percent higher tisk of
death from uecidents, and @ 44 pereent higher risk of death from natural causes.

This is the second larpe record bused study to find clevaled mortality rates among women {ollowing an
abortion,  In 1997, a government funded study of matcrnal deaths in Finland sent a tremor of worry
through family planning agencics when it revealed that in the first year following an abortion, ahorting
wonen were 252 percent more hikely (o die cornpared 1o women who delivered and 76 pereent more Hikely
to dic compared to women who had not been pregnant. Many of the extra deaths were due to suicide.

The now study confirms the trend found n Finland using o arge sample of Amcrican women, In addition,
where the Finlund study was imited to a one year follow-up, the now study reveals higher mortality rates
persist over al least cight years.

- Another study has confirmed the fact that women whe have abortions suffer from mental anxicty, guilt,
shame, and distress years later. Those negative emotional feehings can ast as long as five years after the
abortion or oven longer, the Nornwegian study found.

The study, published in the journal BMO Medicine, in Norway compared 40 women who suffercd a
miscartiage and 80 women who had ubortiens, Rescarchers questioned them 10 days, 6 months, two years
and give years after what happened,

The survey found that women who had miscarriages Ielt more negative emotions shortly afler the event
compared fo women who had abortions. But fong-term., women who had abartions expericneed
significantly more distress and anguish.

Women who had abortions were 10 times more Likely to have negative fong-term feelings about it
comparcd with women who had miscaniages.

The Oslo Umiversity rescarchers said womoen who have abortions should be given information telling them
of the adverse emotional reaction they will likely huve to it down the road.

The study follows on the heels of a comprehensive stuey in Finland showing that those who have had
abortions have higher rates of suicide than womoen whe carry their pregnancics (o term,

The comprehensive three-year study of the entire population of women in Tinland found that, compared to
women whe have not been pregnant in the prior vear, deaths from suictde, accidents and homicide are
248% hiphor in the year following an abortion.

The suivide rate among women who had abortions was six times higher tim that of women who had
given birth in the prior year and double that of women who had miscirriages.
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The epidemiological study, published in the Zuropean Joural of Public Health, was conducted by
Finland's National Rescarch and Development Center for Welfare and Health,

Pro-lie group said the new Norwegian study confirmed what they have been saying for many years --
namcly that women will cventually severely regret thair abortion decistons.

Richard Warren, from the Royal College of Obstetricians and Gynecologists, reacting Lo the new study,
agreed that abortion "may bring with it long-standing feelings of anxicty and guilt.”
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RU-486: Killer Pills  9/10/2002
By Wendy Wright

The TDA broke its own rules in the fust-track approval of the “abortion piil.” Sadly, women are paying
with their lives,

Most people assume that advances made in medicine and scienee are helpful—and save lives. Regrettably,
that is not always truc. In the case of the abortion pifl, RU-486, women are not helped—and lives are
certainly not saved. Yet in September of 2000, the Food and Drug Administration (FDAY approved
RU-480, or Mifcprex, for sale in the United States— a drug whose only purposc is to kill human beings.

POLITICS AND CONTROVLERSY

There are reasons this chemical abortion is controversial. In 1993, President Bill Clinton overturned the
ban on RU-486. He ordered the U8, Department of Tlealth and TTuman Services (HHS) o review ways ta
test, Beenge, and manufacture the drug. TS Scerctary Donna Shalala compelied Roussel-Uclaf, the
French manufacturer of RU-486, (o hand the patent over  for free—to the Population Council, a
pro-abortion group. The Population Council used intense political pressure on the DA (o approve the
drug witheut the necessary (Wsting or restrictions to ensure patients’ safoty.

The Population Council created Danco Taboratorics to market and distribute RU-486, Danco could not
find a company in the United States withing to manufacture the drug. due to the risk that healthy women
would be injured or have children bomn w:il abnormalitics. Se it contracled with a company in China,
which was previousty eited by the FDA for winted drugs.

HOW RU-486 WORKS
Inn their campaign to promote RU-486, pro-abartion activists claimed that RU-486 makes abortion
“easicr,” “safer” and “more private.” But there is 1 thing casy or sale about RU-486.

The FIDA Timits RU~486 to women in the first seven weeks of pregnaney, After taking three tablcts in the
abortion facihity or docter’s effice, the woran goes home, This drug blocks progesterone from getting to
the doveioping buby, Without this nutnient hormeonce, the baby starves to death,

Thirty-six to 48 hours Tuter, the woman returns to the doctor to take o second drug, misoprostol, to expel
the baby. Misoprostolis an ulcer drug that the manufacturer, Scarte, has warned doctors should not be
used in pregnancy-related vonditions. It is at this time that the woman is most hlely (o suffer
complications,

Seven days later, she returns for an exam to make sure the baby has been expelled and to monitor her
bleeding. If e proudme failed, the woman then undergocs a surgical abortion.

The procedure requires three clinical visits and access 1o emergeney medical fucilities in the cvent of
complications.

SIDE HFredis

Women who take RU-486 experience firsthand just how difficult it is. Common side effeets include
painful contractions, nausea, vomiting, diarrhea, pelvie pain and spasis, dizziness and headaches—-as
well as the trauma of potentially seeing their aborted baby. Some women have been hospitalized and
required surgery and/or & bleod transfuston, Inmost cases, women endured prolonged biceding, anywhere
from nine 1o 30 days.
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It is not known what the potential long-ter side effects might be on a woman's fertility, future
Pregiancies or immune system,

Since its appraval, one woman died from a rupturcd celople pregnancy. Two 15-year ofd girls suffered
life-thecatening mfections. One 2 t-year-old had o heart wilack. A woman in Canada died during the trials
from bacteriul infection, which caused the wrials o he susponded. These were healthy women, who, after
raking RU-486, cnded up very unhealthy,

Edouwnrd Sakiz, former president of Roussel-Uciaf, doseribed RU-486 as “not at all easy to use,” He
explained, “The woman must Hive with this for & full week: this is an appalling psycholopical ordea!.”

ABORTION BEFORLE SAFETY

in June of 2000, the FDA notificd the Population Council of the various restrictions under which RU-486
would be approved—all inlended 10 ensure the safety of the patient! These restrictions reflected the
limitations used in the (rials and how it is used in Furape. For example, ultrasowsd must be used to
determine the age and place of pregnancy, since the complication rale for RU-486 increases dramalically
if used after 7 weeks, and it docs nothing to treat an ectopic pregnancy, which has the same symploms as
common Ri-480 side cffects  pain and bleeding.

The Population Council leaked the Hst of restrictions w pro-abortion groups and the media, The groups
compluined publicly and to the FDA that the restrictions would Himit the aceessibility of the drug.
Newspapers ran editorials eriticizing the FDAL The FDA buckled und dropped nearly all the guidelines
mtended to proteet patients.

The remaining restiictions were weakened. For examiple, no longer could only physicians trained in dating
pregnancies, managing complications or performing surgical abortions as o backup be allowed to
administer RU-486. Insteud, FDA allows RU-486 to be “provided by or under the supervision of a
physician.™ No qualifications were established as 1o who can work “under the supervision of a physician.”

ILLEGATL APPROVAL

Cencerned Women for America, along with the American Association of Pro-T.ife Obstetricians and
Gynecologists and the Christian Medical Association, filed a Citizen Petition with the FDA on August 20,
2002, This legal document outlines the numerous violutions the FDA committed in its approval of
JRU-486 und how these violations resulted in the injury and death of women.

L RU-486 was approved under a special “resivicted distribution™ approval process known as “Subpart
H,” reserved only for drugs that treat “severe or Hle-threatening ifhnesses ” Fven the Population Couneil
complained that approval under this provision was “unlawlul, unnecessary and undesirable.” Pregnancy is
not a severe or life-threatening ifness, Other drugs approved under Subpart H reat futal discases, such as
cancer or AINS, and can have serious side offcets —considered acceptublie when the altemative is death.
However, Subpart I allows the DA o retain the right o oversee the drug’s use after approval, and the
right (o pull the drug If it proves too dangerous or the manutucturer allows the drug to be used improperly.

2, The chinteal trials Lo lest the safely and efficacy of RU-486 were seriously defective, Neither the
French nar the U8, trials met FDA"s standards. The data from the Freach triuls sugpest fraud, evidence
tampering and under-reporting of complications. No data from the U.S. ar French trials were obtuined
from blind testing, from randomized tests or from comporisons with control groups —F1A requirenients
fo ensure unbiased trials. Yet even these biased wisls are not reassuring about the safety or efficacy of this
drug: 99 pereent of the LS. test subjects suffered some adverse event, and 23 pereent of those were
considered seriovns. Abortion was complete inonly 92 porcent of the test cases.
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3. Nearly all the safety precautions the DA recommended 1o protect women from being injured or
killed by RU-486 were dropped from the final approval. These precautions included ultrasound diggnosis
to verify ihe age and location of the prepaancy. and that the proscribing physician be able to treat an
meomplete abortion and to have admitting privileges at a nearby hospital. These are all lower safety
standards than required in other countrics where RT-486 is used.

4. FDA ordered that a sceond drug, misoprostol, be used in conjunction with RU-486, since RU-486 is
not effeetive In completing an abortion alone, However, misoprosto! is an vleer medication und its
manyfacturer, Scarle Laboralorics, warned doctors it does nol want i used for abortion. The DA has,
effect, mandated an unapproved “off-kibel™ use of a drug, an action that is utierhy without precedent or
legal uuthority.

5. The DA waived the “pediatric rule™ with no explanation, Any drug given o adolescents must be
tested o adolescents, Tecnagers™ bodies go throuph rupid hormona! matwration; their bodics are differem
frorn adults. No onc under 18 (or over 35) was allowed 1o participate in the RU-486 clinical trials. Other
countrics have the same age restrictions. Yet the FDA did not limit the age of fomales to whom RU-486
conld be given. Such prominent liberals as Sen. Hithary Rodham Clinton (D-New York) and Rep. Henry
Waximan (D-Culitfornia) have avidly championed the enforcement of the “pedialric rule™ because they fear
that pharmaccutical companies might eadanger the health of ehildren by cutting corners in the elinical
trials.

6. Complications reported to the FDA demoenstrate that RU-486 is a serious threat to the health and
safety of women, These include two fatalitics and 20 other near-futal complications including a heart
attack, two cases of systemic bacteriad infection in 1S-year olds and several hospitulizations for
hemorrhaging. The FDA and Danco sent a letter to physiciuny i April 2002 warning of the camplications
reported sinee the FDA approved RU-486. This alone would cause an ordinary drog to be removed from
the market immediately.

7. Danco, the distributor of RU-486, has « legal obligation to ensurc that the drug be administered only
in accord with the procedures approved by the DA, Vet there are abortion providers who are advertising
that they wiil administer RU-486 up to nine weeks ol gestation (fustead ol the seven-week limit set by the
FDA) und who have patients sell-administer misoprostol, the sccond drug, at home. Tt is obvious that
Danco is failing to live up to its post-approval oblipations.

The Citizen Petition and related documents can be [ound at www.owliLorg,

WOMEN AT RISK

Abortion is a difficudt, trawmatizing procedure that has ended the lives of millions of children and scarred
the women who endured it. Chemical aboriions like RU-486 will not advance women’s health. They will

only advance our national tragedy of abortion.

The FDA vielaed its own salely regulations when it approved RU-486 and put women’s lives and health
at risk, To proteet further women from being harmed, itmust pull its approval for Mileprex,

Wendy Wright is senior policy divcctor for Concerned Wormen for America,
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RU-486; Don™t Go There  12/12/2003
By Donna Hurrison, M. D.

Menibers of Australia’s Parliamen: need to know that RU-486"s safcty is now being heavily serutinized in
the 115,

Editor’s Note: This column first appeared on an Australian Web site, Onlincopinion.com.au. It is reprinted
with pernission.

As an American obstetrictan-gynecolopist, T have studicd the ULS. administrative history and safety record
of the abortifacient RU-486 for 10 years, As aresult, [am dismayed that Australia’s Parliament may
sverturn a system where the health minister s made responsible {or approving abortion drugs. Before
acting. the members of Parlament need to know that RU-486"s salety is now being heavily serutinized in
the 17,5, RU-486 is a danperous drug, which should not be approved in vour country.

An RU-486 aburtion consists of a two-drug repimen. Typically, 200 milligrams of RU-486 is taken orally
(oHlowed, one 1o two days later, by the vaginal insertion of 800 micrograms of misoprostol. RU-486
starves the embryo of bleod by hlocking placental progesterone receptors; misoprostol induces utering
contractions o expel the dead enthryo and other tissue.

Serious dangers can arise il a pregnant woman takes the st pitl but fails 1o take the sccond, or if she or
her clinic miscalculates dates, since the regimen’s dangers substantially increasc after 49 days from the
date of the last menstrual period, Accurate prognancy dating requires (he use of ultrasound, but ultrasound
usc s not reguired tnthe U.S.

Sinee 2001, five North American women (four U8, one Canadiun) have ded from septic shock after
taking RU-480, In cach case the infection was caused by o bacterial species, Clostridium sordellii, an
anacrobe [ound rarcly in the vagina! [Tora. In women of childbearing ape, letha! infections caused by C,
sordelinn were rarc prier (o the Food and Drug Administration’s (FDA’s) approval of RU-486. Why arc
these deuths occurring?

Two scientists have independently ofTered similar analyses. Normally, the body s innate immunc system
destroys bucteria before they are able to multiply and scerete oxins into the bloodstream. However,
RU-480"s potent ability to block receptors for cortisol, & key signaling chemical in the immune system,
causes it to malfunction. In some cases septic shock results,

As 13 the custom of the TDA, the agency is taking these deaths quite seriously. Tt updated the RU-486
fabeling in November 2004 (o include “new information on twe risk of scrious bacterial infections, sepsis,
and hleeding and death that may occur following any termination of pregnancy, including usc of
Mifeprex.” In July 2005, afier two additiona! sepsis-related deaths were announced, FDA issucd a national
public health advisory that highhghted the risks noted previously. The New York 1imes reported this
week that officials from both the FDA and the U.S. Centers for Disease Control and Prevention have
decided to work together and convene a scientific mecting in carly 2000 to analyze these cases in an effort
to protect putients,

Unfortunately, RU-4867s dangers do not end there, The FDA has received reports that more than a dozen
Amcrican women have aken RU-486 while having an ectopic pregnancy, where the embryo is locatedd
outside the womb. In the US. this danger is magnificd because e FDA regimen does not reguire
ultrasound documentation of intrautering pregnancy prios to the drugs’ administration.
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When an cctopic pregnancy ruptures, & woman will rapidly bleed to death internally unless she undergoes
immediate surgery, and at least one American has died this way, Unfortunately, the signs and symiptoms of
ectopic pregnancy, Hke cramping and bleeding, mimor those a woman will experience while undergoing
an RU-486 abortion, An endangered pationt would rcosonably expect her symptoms to stem from the
RU-486 abortion and not from a life-threatening eciopiv pregnancy. This danger will be heightened for
women who do not have mmediate access o surgical services, and this will be particularly so for women
in rural areas,

One year ago, The New York Times reported thal DA was aware of 72 cases of blood loss so severe they
required transfusions. T have cxamined over 850 udverse event reports that were submitted to the FDA.
Bear in mind that thesc reports are filed voluniarily und that the agency receives submissions on only 1-10
per cent of all drug complications. That being said, the amount of blood loss 1o RU-486 abortions gone
awry is stuggering.

At least 80 women requited emergencey transfusions, with over half expericncing life-threatening
hemornhages requiring large amounts of blead. Several required the replucement of their entire blood
volume. All would have dicd had they not reccived timely access to medical and surgical scrvices.
Therefore, rapid access to cmergency scrvices capahle of providing (runsfusion and surgery is critical for
pationt survival,

Since 2000, the American medical commumily 13 now able to review “real world™ RU-486 adverse event
reports, and the data iy alarming. RU-486 cunnot be administered safely, and Australians will be ill-served
by political efforts to hastily approve a drug whose true safety profile is only now heing accurately
discerned.

Dr. Harrison is the current Chairman of the Board of Dircetors of Americans United for Life, a public
policy and public intercst Tuw firm, She also serves on the Board of Directors of the American Association
of Pro-life Obstetricians and Gynecologists (AAPLOG). She is Chairperson of the AAPLOG
subcommittee on RU-486, and coauthered the Citizen Petivion filed with the FDA by CWA, AAP1.OG
and the Christian Mcedical Socicty to remove RU-486 from the market,
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