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FDA URGED TO PULL RU-486 FROM
DISTRIBUTION TO WOMEN

CWA and other groups call for the FDA to protect
women’s health and safety

Another death from the complications of an incomplete
abortion using mifepristone (RU-486) has prompted CWA
and other groups to call for the Food and Drug
Administration (FDA) to halt distribution of the drug that
induces abortion in early pregnancies. Holly Patterson, 18,
was seven weeks pregnant and had taken mifepristone to
end her pregnancy.  The Alameda County (California)
coroner’s office is conducting an investigation, but it is
believed that she died from septic shock from an incomplete
abortion. In clinical trials that served as the basis for
approval of this drug by the FDA the rate of incomplete
abortions was 5% - 8%.

A sad day
Her father, Monty Patterson, said that his daughter took the first
of two drugs (mifepristone (RU-486) is administered first,
followed by misoprostol (Cytotec™) to expel the unborn child)
and complained later of severe cramps and bleeding.  In clinical
trials, this complication was reported often by women who took
the drug.  She told her father, who did not know about the
abortion, that she was experiencing menstrual pain.  Her father
learned of her abortion only hours before her death.  He stated:
“I think it’s a sad day when a father has to bury his daughter
because she suffered in silence.  I think it was fear and shame
that made her decide she could do this, that she could take a
pill and make it all go away.  If she could have just talked to us,
things would be different.”  Her father said he had no idea that
Holly and her boyfriend had arranged for her abortion through
Planned Parenthood Golden Gate, a local abortion facility who
advertises on its website that it offers mifespristone to patients
who are up to 63 days pregnant, and (as in the case of Holly
Patterson) that patients are to self-administer the misoprostol
(Cytotec™), in violation of the FDA-prescribed regimen.  The
makers of Cytotec™, an ulcer drug, have previously issued
warnings NOT to use their drug in combination with RU-486,
because misuse of the drug can cause adverse effects such as
a ruptured uterus, vaginal bleeding and “maternal or fetal
death.”  Cytotec™ is a prostaglandin that produces cramping
that expels the baby from the uterus.

Incomplete abortions
When Holly experienced extreme pain after taking the pill she
went to a local medical facility, received pain medication and
was sent home.  By the time she went to the hospital she was
suffering from septic shock accompanied by a severe bacterial
infection from the remains of the baby left inside her and
doctors were unable to save her.  Planned Parenthood Golden
Gate spokespersons said that they would not comment until the
cause of death had been determined which could be three
weeks.  Danco Laboratories who produce mifepristone sent
letters to doctors in April 2002 saying that six women have died
from using the abortion drug in North America.

Entirely predictable
CWA and other groups say that the complications that killed
Holly Patterson were entirely predictable.  Because of the rate
of incomplete abortions and the self-administration of the drugs
they feel that is a lethal combination and feel it is “appalling that
a drug associated with such a high rate of serious complications
was ever approved at all.”

Why is the FDA not monitoring this drug?
In a letter sent to the FDA they state: “That approval was,
however, completed under a legal provision that gives the FDA
post-approval monitoring authority to ensure that the drug is
administered according to the prescribed protocol.  According to
the to the FDA’s instructions, mifepristone is not to be
administered to any patient whose pregnancy has advanced
more than 49 days LMP (last missed period), and both the
mifepristone and the subsequent dose of misoprostol are to be
administered under a physician’s supervision.  Planned
Parenthood Golden Gate advertises that mifepristone can be
administered to patients up to 63 days pregnant and those
patients are to self-administer the drug.  “Both of these practices
violate the FDA-prescribed regimen for the use of this drug.
Obviously, Danco, the company that sells this drug, is not
fulfilling its responsibility to ensure that the drug is used as
required.  And just as obviously, the FDA is not using its post-
approval monitoring authority to protect patients from improper
applications of this drug . . . We therefore call on you to halt
the distribution and prescription of mifepristone and to
reconsider the ill-advised approval of this drug.”
A parent’s grief and regret
Holly’s father and mother call for young people and parents to
increase their communication and demonstrate their
unconditional love for their children by allowing them to talk.
“We’re in this convenient society, this microwave society where
things are quick and easy, and they are not,” stated Holly’s
father.  “Talk to your parents . . . there’s nothing so bad that you
could turn them away.”

It is not too late for others
For Holly’s parents and for Holly it is too late.  But it is not too
late to save others this grief and loss. Women should not be
treated as “collateral damage” in the pursuit of making abortion
more accessible.  To learn more about RU-486 and CWA’s
Citizen’s Brief that it filed to protest the clearance of this
drug go to CWA’s website at:
http://www.cwfa.org/articles/3355/CWA/life/index.htm

Compare this with the story from the New York Daily News,
September 26, 2003:

“Segway scooters, touted as almost untippable when unveiled
two years ago, are being recalled. It turns out they don't work so
well when the batteries get low — riders have fallen off and been
injured.
“The Consumer Product Safety Commission announced the
recall Friday of all 6,000 scooters that have been sold, saying
three people had been hurt. One suffered a head wound and
needed stitches.”

[http://www.nydailynews.com/front/breaking_news/story/121066p-108946c.html]

Question: are women’s lives important enough to the FDA?
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