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ANOTHER RU-486 ABORTION DEATH
PROMPTS FDA TO ISSUE A

LABELING CHANGE
Abortion providers insist drug is “safe” and “effective”

in spite of deaths

The FDA issued a statement on November 15, 2004, that
“new safety changes” to Danco’s (the company who
manufactures RU-486) labeling of mifepristone, requiring that
the label add new information about bacterial infections,
sepsis, bleeding, ectopic pregnancies and the possibility of
death.

This follows the 2003 death of teenager Holly Patterson, who
took Mifeprex (RU-486) and died from sepsis from an
incomplete abortion.  This brings the total number of reported
deaths to at least three, with other non-fatal health
complications also reported.

The new information reminds health-care providers, including
emergency room physicians, that serious bacterial infection
and sepsis can occur without indicators of the usual signs of
infection, such as high fever or tenderness upon examination.
It also warns that heavy prolonged bleeding may indicate
surgical intervention.  Almost all chemical abortions involve
bleeding, so the woman is put in the position of judging
whether or not the bleeding is heavy enough to warrant a visit
to the emergency room.  Health providers are also warned
they must always consider the possibility of ectopic or tubal
pregnancy for which RU-486 is not effective, leading to a
ruptured tube with severe complications, including death.
Danco Laboratories LLC admits that there have been a small
number of reports about ruptured ectopic pregnancies.  Since
ectopic pregnancies are sometimes hard to rule out,
practitioners are warned to keep this possibility in mind at all
times.

Abortion safe and rare?
Women who take RU-486 must sign a “Patient Agreement”
form which includes a clause that she understands that if her
pregnancy continues after treatment (five to eight percent
remain pregnant) that there is a chance of birth defects,
requiring “other options,” including a surgical abortion.  The
woman must also agree to return to the practitioner’s office
after 14 days to make sure that her pregnancy has ended.
Patterson, who took the combination of RU-486 and
misoprostol – a prostaglandin used to expel the fetus – did so
without her parent’s knowledge.  She developed sepsis and
died shortly after her second visit to an emergency room, from
an incomplete abortion according to the Alameda County
Coroner’s office.  Dr. Lester Crawford, the FDA’s acting
commissioner of food and drugs, stated, “Our investigation
reveals that it [Holly’s death] was due to mifepristone.”

In spite of the health risks and confirmed deaths, abortion
providers and the manufacturer of RU-486 insist that the drug
is safe.  Planned Parenthood, the leading provider of
abortions, in a statement released after the FDA
announcement, stated that “Medication abortion is extremely
safe and effective.”  They insist that “every woman seeking
abortion services at Planned Parenthood receives extensive
education and counseling on what to expect and whom to call
with any concerns.”  However, according to LifeNews.com, the
California Department of Health Services determined that
Planned Parenthood failed to follow its own internal policies
for informing women on how to use the RU- 486 abortion drug
that was responsible for Patterson‘s death, not requiring her to
sign forms indicating that she was given instructions on how to
use the drug.  According to LifeNews, Planned Parenthood
has also been accused of not following FDA protocols,
including using the wrong doses of RU-486 and including off-
label use of misoprostol, an ulcer drug that expels the baby.
Its manufacturer, Searle Laboratories, has issued a letter to
doctors nation-wide saying misoprostol is not intended to
produce an abortion and using it as such places women’s
health at risk.  However, the marketing director for Danco
Laboratories, Cynthia Summers, stated, concerning Holly
Patterson’s death, “We believe our drug is not to blame.  The
drug is safe.  It’s effective. And it provides another option for
women to end early pregnancy.”

Package information
Interestingly, perusal of the RU-486 package insert reveals
some interesting information about drug interactions and use
in pediatrics.  The insert states that although specific drug or
food interactions with mifepristone have not been studied, on
the bases of the drug’s metabolism by CYP34A, it is possible
that two anti-fungal drugs, erythromycin and grapefruit juice
may inhibit its metabolism increasing blood levels of RU-486.
Several drugs such as St. John’s Wort, (an over-the-counter
herbal remedy) and certain anticonvulsants increase
metabolism, leaving lower blood levels and reducing its
effectiveness.  The package insert also states that NO safety
and effectiveness in pediatric studies have been established.
Considering that teenagers will avail themselves of this drug,
this is astonishing.

CWA and other pro-family groups have filed a Citizen’s
Petition with the FDA asking them to remove this drug from
the market because of failure to adequately test the drug and
failure to follow its own policies in approving the drug. Wendy
Wright, CWA’s senior policy director, states, “It is reported that
another woman has died after taking the abortion drug RU-
486, and the FDA’s response is to change the drug’s label.
This is a dangerous drug that deserves to be pulled off the
market immediately.”  The FDA has yet to respond to the
petition, even though it was filed over two years ago.
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