
Family Concerns
“Bridging the Information Gap”

A Publication of Concerned Women for America of Kansas    2004-03 January 29, 2004

WOMEN’S SAFETY AT RISK
Why has the FDA ignored its own rules?

Several Family Concerns have covered the issue of RU-486
and its approval by the FDA.  The last issue dealt with a
California teen, Holly Patterson, who died after taking RU-
486. It was ruled by the coroner that she died from
complications of a drug-induced abortion.  Her death was
attributed to septic shock caused by endomyometritis, an
inflammation of the uterus.   The 18-year-old was given the
abortion pill a week earlier by a Planned Parenthood Clinic in
Hayward, CA without the consent or knowledge of her
parents.  She returned home, administered the drugs and
waited for the result.  Approximately three days later, she was
experiencing pain and heavy bleeding, went to the hospital
and was sent home with painkillers, with the assurance this
was normal.  She returned three days later and died.
Interestingly the news report (NAPA News, November 2, 2003) calls
RU-486 “a therapeutic drug-induced abortion.” it appears that
it was not “therapeutic” for either Holly or the child she was
carrying.  RU-486 is a chemical designed to kill babies in
utero and has the additional distasteful property of requiring
women to perform their own abortions . . . in the privacy of
their home where no medical help is available should
complications arise.  RU-486 kills by making the lining of the
uterus inhospitable to the developing baby, thus starving it to
death.  The second drug that is administered is for the
purpose of expelling the baby after it is dead . . . the drug
manufacturer of misoprostol (Cytotec); G.D. Searle, issued
several warnings that the drug not be used “off-label” (Cytotec
is most often used in the treatment of ulcers) for the purpose
of abortion.  “Searle regards the administration of misprostol,
either alone or in combination with other drugs to interfere
with the course of pregnancy, as misuse of the product . . .
we strongly condemn misuse of the product.”  In Holly’s case,
the baby was not completely expelled, producing a massive
infection that caused a collapse in blood pressure and death.

What is the FDA’s role in this?
The FDA has stringent requirements for drugs that will be
used by patients in the U.S.  In the case of RU-486 the FDA
ignored some of its own rules in order to approve this non-
therapeutic drug.

CWA’s efforts
CWA, along with several other organizations, has filed a
petition to the FDA calling them to review their procedures
and, in light of recent deaths and complications, to withdraw
the drug until those requirements are fully met.
For more information:
http://www.cwfa.org/articles/3355/CWA/life/index.htm

What requirements were not met?
Some of the concerns dealt with in the petition to the FDA:
• The safety and effectiveness of mifeprex (RU-486) have not

been established in accordance with FDA regulations.  In

fact considering the serious side-effects and the deaths, the
New Drug Application should be withdrawn
o The FDA can place special restrictions on especially risky

drugs under Subpart H under which RU-486 was
approved.  Subpart H is a special process usually
reserved for drugs treating incurable diseases and was
used in the approval of RU-486, accelerating its approval
process .

• The mifeprex trials were uncontrolled.  The methodology
used was different that what the FDA usually requires…that
is, a control group against which the effectiveness of a drug
can be measured.

• The creation of a final approved regimen for the use of
Mifeprex that does not reflect safeguards employed in the
clinical trials on which the FDA relied…eliminating the use
of ultra-sound to determine the date and location of the
pregnancy.  RU-486 cannot be used after seven weeks and
is dangerous if the pregnancy is in another place; an
ectopic pregnancy.

• The failure of the drug to be tested in adolescents, even
though the drug will be used for adolescents…Holly
Patterson was an 18-year-old.

• The influence exerted on the approval process by those
who would profit from its sale and distribution.

• The failure of the FDA to impose and enforce restrictions on
its use commensurate with the risk it poses to women

• The failure of the FDA to require the Population Council to
honor in full its post-approval safety study commitments

• The unprecedented endorsement by the FDA of an off-label
use for misoprostol (Cytotec) in spite of the manufacturer’s
warnings.

What can I do?
Kansas HCR 5023 is a resolution that urges Congress to
suspend the distribution of RU-486 and calls for a review of
the FDA’s procedures in approving this chemical. The bill in
the U.S. Congress is H.R. 3453.  This action is based on the
fact that seven American women have died from
complications associated with RU-486 and the fact that the
FDA did not follow its own protocol in approval for use by
women.  The resolution is in the Health and Human Services
Committee in the Kansas House and has not received a
committee assignment in the Senate.

Please support this resolution.  Call or write members of
the committee and urge them to pass this resolution out
of committee without amendment.  Capitol Switchboard:
785-296-0111; for email addresses, go to
kslegislature.org, and click on “House Roster.”

Committee members: Jim Morrison, chair; Peggy Long-Mast,
vice-chair; Kirk, ranking minority member; Bethell, DeCastro,
Goico, Hill, Landwehr, F. Miller, Neighbor, Patterson, Reitz,
Schwab, S. Sharp, Flaharty, Holland, Phelps, Showalter,
Storm, J. Williams, Wilson.
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