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WOMEN’S HEALTH AT STAKE
The safety of RU-486 Challenged by CWA

and other groups
CWA and other groups have filed a Citizen Petition with the
Food and Drug Administration to immediately revoke RU-486,
the abortion pill.   The petition is based on evidence that the
FDA approved the drug in violation of its own regulations and
evidence that RU-486 is severely harming American women.
Sandy Rios, the president of CWA, states in a press release,
“Whether people are pro-life or pro-choice, the blatantly
indefensible approval of RU-486 by the FDA has resulted in
harm to women, and in some cases death.  The FDA’s
unprecedented action of approving a drug in violation of its own
regulations has endangered the lives of American women for
the sake of political expediency. Concerned Women for
America is dedicated to seeing that the previously high
standards of the FDA are restored and that the American public
is once again safe from politically driven bureaucrats whose
irresponsible actions have unnecessarily cost the lives and
health of trusting and otherwise healthy women.  This is a
shameful episode for a once-trusted institution.”

CWA asserts that in the approval process of Mifeprex™ (RU-
486) the FDA ignored its own stringent rules for drug approval.
The petition details numerous violations of the agency’s
standards and rules and reports medical complications suffered
by women who took RU-486, including at least two deaths in
the six reports of serious complications.  These complications
included severe bleeding from ectopic pregnancies and a heart
attack.

What is RU-486?
RU-486 is a man-made steroid that acts against the natural
process of a pregnancy by preventing the endometrium (lining)
of the uterus from being receptive to a developing embryo’s
implantation in the womb.  It acts as an antagonist to
progesterone, the hormone that sustains healthy pregnancies.
The resulting inhospitable environment causes the baby to die.
RU-486 can only be used in an early pregnancy (pregnancies
that have not progressed beyond 49 days).  If the dead baby is
not expelled naturally, the physician administers a drug that
induces labor.  (Cytotec™--a prostaglandin)

What is different about the FDA’s handling of this drug?
Mifeprex™ was granted accelerated approval by the FDA
under Subpart H, designed for and previously employed by the
FDA only for drugs intended to treat serious or life-threatening
illnesses. Some problems with this approval process
addressed by the Petition:
• The approval of Mifeprex without the submission of data from

adequate and well-controlled clinical trials.  The FDA in the past
has mandated the use of two “successful and well-controlled”
studies in order to eliminate bias and other factors affecting the

validity of the tests.  The FDA agreed to substantial narrowing of
the sponsor’s post-approval study commitments in addition to
failing to establish that the drug was at least equivalent to
surgical abortion in terminating pregnancies.

• FDA approved a regimen that does not contain important
safeguards that were employed in the U.S. clinical trial.  One of
these was the use of trans-vaginal ultrasound to accurately
determine the age of the embryo and to rule out ectopic
pregnancies (pregnancies that develop outside the womb,
usually in the Fallopian tube) Physicians in the trials were
trained specifically for the administration of the combination
procedure with admitting privileges at medical facilities that
could provide emergency care and hospitalization.  These
requirements were waived in the regimen the FDA requires
post-approval.  In addition, the regimen that the FDA did
subscribe is not being followed by practitioners resulting in the
risk to patients being escalated substantially.

• The FDA issued a warning to doctors on April 17, 2002 of “New
Safety Information” that reported serious adverse events
suffered by women undergoing chemical abortions using the
Mifeprex combination regimen.  At least two patients suffered
from ruptured ectopic pregnancies and one of these women
died.  Two cases of serious systemic bacterial infection, (one
fatal) were reported, and a 21-year-old woman suffered a heart
attack while 3 days after the regimen was given to her.

• Off-label use of misoprostol (Cytotec™) The FDA mandated the
off-label (using a drug for another use than the label states) use
of misoprostol as part of the Mifeprex abortion regimen in
disregard of federal law that restrains the FDA from regulating
off-label use of drugs.

• Manipulation of the approval process:  The FDA’s person-in-
charge of the reviewing process was Dr. Susan Allen who, prior
to working with the FDA, had been the CEO of a sister-entity of
the Population Council, the company licensed to distribute,
manufacture, and market its only drug mifespristone
(Mifeprex™)

• Failure to require testing in adolescent girls:  The FDA waived
without explanation its requirement that new drugs that may be
used in adolescents be t4ested among this population prior to
approval.  In waiving this requirement the FDA, according to the
Petition put the health of a substantial number of adolescent
girls at risk who use the Mifeprex regimen. (Approximately 18%
of abortions are performed on females 19 and younger)

The Petition calls for the FDA to uphold the law as written and
to apply the same standard to Mifeprex as it would---and has
done---for other drugs.  The Petition is calling for the approval
of Mifeprex to be stayed and its further distribution immediately
halted.

The organizations that are calling for this halt:
Concerned Women for America with over 500,000 members
American Association of Pro-Life Obstetricians and Gynecologists
(AAPLOG) with 2000 gynecologists and obstetricians nation-wide
The Christian Medical Association with more than 16,000 members
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