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Thank you for choosing this  
resource. Our pamphlets are 
designed for grassroots activ-
ists and concerned citizens—in  
other words, people who want  

to make a difference in their families, in their com-
munities, and in their culture. 

Recent history has clearly shown the influence that 
the “Values Voter” can have in the political process. 
FRC is committed to enabling and motivating indi-
viduals to bring about even more positive change 
in our nation and around the world. I invite you 
to use this pamphlet as a resource for educating 
yourself and others about some of the most press-
ing issues of our day.

FRC has a wide range of papers and publica-
tions. To learn more about other FRC publications 
and to find out more about our work, visit our 
website at www.frc.org or call 1-800-225-4008.  
I look forward to working with you as we  
bring about a society that respects life and pro-
tects marriage.

We also invite you to visit our website focused on 
RU-486 – www.ru486info.com.
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I.  Introduction
Since the Food and Drug Administration (“FDA”) 
approved the abortion pill RU-486 on September 
28, 2000, an estimated 600,000 American RU-486 
abortions have been performed.  RU-486’s ability 
to bring an end to a human life developing in the 
womb is known to all, but the drug’s considerable 
harmful effects on women’s health have been mini-
mized or ignored completely.  Instead, the major 
media have been fully engaged in defending RU-
486 despite an American track record that includes 
deaths and over a thousand reports of complica-
tions – many of them serious or life-threatening.  

Since 2000, several organizations, including the 
Family Research Council, have unearthed a vast 
amount of information regarding safety concerns 
about the drug, as well as evidence documenting 
the Clinton Administration’s manipulation of the 
FDA approval process.1†  This pamphlet provides 
an overview of what we now know about the drug’s 
approval and the dangers posed by RU-486 to 
women’s health.   

†  Much of the information used for this report was obtained 
through Freedom of Information Act requests filed by 
Concerned Women for America (“CWA”) and Judicial 
Watch.  The author would like to thank the American 
Association of Pro Life Obstetricians and Gynecologists 
(“AAPLOG”), CWA, and the Christian Medical and 
Dental Association for permission to extensively reference 
their “Citizen Petition” filed with FDA (Aug. 20, 2002) 
(located at: <http://www.aaplog.org/ru486index.htm>); 
and the “Response” (Oct. 10, 2003) to the Population 
Council found on the same webpage.  
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II.   What is RU-486?
Since ancient times there have been many failed 
attempts to produce chemicals capable of abort-
ing pregnancies.2  Two millennia would pass be-
fore modern science could design such a drug.3  
That drug was RU-486 or mifepristone (also, 
Mifeprex®).  In 1988 France became the first the 
nation to license RU-486, and efforts were soon 
under way to bring mifepristone to market in the 
United States.4  

Progesterone is the most important chemical in 
human pregnancy.5  It prepares the uterus for the 
implantation of the embryo and plays an essential 
role in maintaining a pregnancy thereafter.  RU-
486 acts as a progesterone “antagonist” because it 
prevents progesterone from binding to its receptors, 
which are located in critical cells of the uterine lin-
ing (i.e., endometrium).  Metaphorically, RU-486 
is like a “blank” key that fits into a key hole but 
cannot turn the lock; this useless key (RU-486) 
prevents a working key (progesterone) from enter-
ing the key hole and turning the lock’s mechanism.  
RU-486’s blockade of progesterone receptors leads 
to the deterioration of the uterine lining in which 
the embryo is implanted.  As this deterioration 
worsens, the uterus is no longer able to sustain the 
pregnancy and the embryo is destroyed.

The FDA-approved regimen calls for 600 mg of 
RU-486 to be taken within 49 days of the onset 
of the woman’s last menstrual period (referred to 
as “days LMP” below).  However, RU-486 cannot 
reliably kill the embryo and cause uterine evacua-
tion of the dead tissue.6  Accordingly, misoprostol 
must be taken one to two days after RU-486 to 
trigger the uterine contractions needed to expel the 
remaining “products of conception.”  Misoprostol 
(Cytotec®) is a prostaglandin approved by the FDA 
to prevent ulcers in patients who take non-steroi-
dal anti-inflammatory drugs, but powerful uterine 
contractions commence after a pregnant woman 
ingests misoprostol.7

Even when taken together, the RU-486/misopros-
tol regimen frequently fails.  The American clinical 
trials demonstrated that this regimen, which the 
FDA would later approve, was only “successful” in 
92% of pregnancies within 49 days LMP, 83% at 
56 days LMP, and 77% at 63 days LMP.8  Because 
of this high failure rate and concomitant need for 
surgical follow-up, the FDA only approved the 
mifepristone-misoprostol regimen for use out to 

RU-486 developer Dr. Etienne-Emile Baulieu holds RU-486 
pills on October 31, 1988 in Paris.  The FDA announced on 
September 28, 2000 that the controversial abortion pill had 
been approved for sale in the U.S.
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49 days LMP, but this restriction was essentially 
meaningless given the liberal “off-label” prescrib-
ing characteristics of U.S. food and drug law.9

III.   The Clinton Administration Finds 
a Worthy Partner

In the late 1980s and 1990s the abortion move-
ment pushed to bring RU-486 to the United States 
for several reasons.  First, it was believed that RU-
486 would bring abortion into mainstream medi-
cal practice where it could be prescribed widely.10  
Second, the abortion movement faced a steep de-
cline in the number of doctors willing to perform 
surgical abortions, and RU-486 was intended to 
be a means whereby general practitioners could 
perform abortions.11  Third, making it possible 
for non-surgeons to chemically abort pregnancies 
would expand the geographical area in which abor-
tions could be performed.  Fourth, if abortions were 
performed in settings other than abortion clinics 
(i.e., doctor’s offices), groups like Operation Rescue 
could not interfere with the procedure.12

President and Mrs. Clinton needed no encourage-
ment to do the bidding of the abortion movement.  
Both were, and are, deeply committed proponents 
of abortion on demand, and the proof of this came 
quickly.  In his second full day in office, January 22, 
1993, President Clinton directed Department of 
Health and Human Services (“HHS”) Secretary 
Donna Shalala to assess initiatives to “promote 
the testing, licensing, and manufacturing of 
RU-486 or other antiprogestins in the United 
States.”13  Donna Shalala and the administration’s 
FDA Commissioner, David Kessler, immediately 
launched a major effort to find an American RU-
486 marketer.  The administration was assisted 
by a major well-funded effort to place external 
pressure on the drug’s manufacturers, Roussel-
Uclaf (“Roussel”) and its parent, Hoechst.  Three 

organizations – Feminist Majority Foundation, 
Reproductive Health Technologies Project, and 
Abortion Rights Mobilization – focused on this 
task and other efforts to marshal public support.14

Kessler and others in the administration pressured 
Roussel to assign its American RU-486 rights 
to the Population Council, a New York-based 
population control group.  On May 16, 1994, the 
Population Council was given the U.S. commer-
cial rights to RU-486.15  This step would not have 
been taken without receipt of President Clinton’s 
letter to Dr. Eduard Sarkiz, Chairman of Roussel’s 
Supervisory Board, on May 16, 1994, stating that 
it was “important for the health of women in the 
United States that they have access to the widest 
possible range of safe and effective medical treat-
ments.”16  

Clinton administration memos discovered and 
published by Judicial Watch in 2006 are reveal-
ing.  For example, on May 11, 1994, HHS Chief 
of Staff Kevin Thurm wrote a lengthy memo 
to Carol Rasco, Assistant to the President for 
Domestic Policy, discussing the steps needed to 
bring mifepristone to market.  Thurm stipulated 
that if Roussel were to provide “information and 
transfer its technology to the Population Council,” 

Former HHS Secretary Donna Shalala and former U.S. 
President Bill Clinton
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an application could be filed at the FDA in six to 
twelve months.17  He then added: “Many of the 
scientific decisions on the proper use and distribu-
tion of the drug have already been considered by 
the FDA, based on information already provided 
to FDA by Roussel and the Population Council.  
Roussel would not need to finish its United States 
clinical trials before filing a marketing application 
with FDA; such trials could be used to refine the 
use of the drug at a later time.”  

Thurm’s comments are disturbing because they 
indicate that important decisions about RU-486 
had been made long before a company existed that 
could have submitted the requisite filings on the 
drug.  Additionally, the U.S. data was not available 
for review, and these determinations were being 
made in a haphazard fashion far outside the nor-
mal channels developed by the FDA for the con-
sideration of drug applications.   

Six years were needed to obtain FDA approval, but 
space does not permit a detailed description of all 
the missteps that caused the delay.18  Eventually, 
Danco Laboratories (“Danco”), a company char-
tered in the Grand Cayman Islands, was created 
to market and distribute RU-486 in the United 
States.  Interestingly, the Population Council did 
not transfer its RU-486 patent rights to Danco.  
Furthermore, Danco is a “one trick pony.”  It makes 
no other drugs, nor will it develop any.  Danco ex-
ists only to make and sell RU-486, and its lack of 
a drug “pipeline” decreases the regulatory leverage 
the FDA can exert over it.  

Finally, nothing says more about Danco’s supposed 
concern for women’s health than the character of 
its medical director, Dr. Richard Hausknecht.  In 
1994, Hausknecht was using methotrexate and 
misoprostol “off label” in freelance abortion clinical 
trials.  Dr. Mitchell Creinin, a top RU-486 abor-
tion advocate, characterized Hausknecht’s behav-

ior as “downright unethical.”19  The experiments 
ended in September 1994 when the FDA ordered 
Hausknecht to “stop performing the abortions un-
less he gets the backing of a medical institution 
and submits his data and procedures to the FDA 
for review.”20 

IV.   The FDA Considers and 
Approves the RU-486 Application 

(1996-2000)
The Population Council filed its New Drug Ap-
plication (“NDA”) on March 18, 1996.  The FDA’s 
Reproductive Health Drugs Advisory Committee 
(“Advisory Committee”) met on July 19, 1996, to 
consider aspects of the application.21  The meeting 
was noteworthy for several reasons.  

First, the Advisory Committee approved of RU-
486’s safety and effectiveness based on French data 
supplied to the applicant by Roussel.  Preliminary 
results of the American trials were available, but 
the American data was not sufficient for approval.  
The FDA does not typically approve a drug based 
primarily on foreign data.  Dr. Mary Jo O’Sullivan, 
a member of the Advisory Committee, asked why 
the meeting was being held “at this time when the 
[U.S.] data is not finalized.”22  Not only was the 
data not finalized, but the Advisory Committee 
was never reconvened to consider the completed 
American trial data.  The American data present-
ed a lower completed abortion rate than did the 
French data, and that data should have been pre-
sented to the Committee.

Second, in June 1996 the FDA inspected the re-
ports from Roussel underlying the French data and 
found them to be marked by “carelessness, fraud, 
evidence tampering, and the systematic under-
reporting of serious adverse events.”23  The un-
der-reporting consisted of accounts of “a patient 
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bleeding with two subsequent aspirations; convul-
sions reported as fainting; and expulsion which was 
actually a surgical evacuation; bleeding, nausea and 
contractions, or bleeding and pelvic pain.”24  The 
FDA admonished the French investigator but still 
accepted the data.  Worse yet, the FDA did not tell 
the members of the Advisory Committee that the 
quality of the data was suspect and rule violations 
had been found.

Third, FDA Commissioner David Kessler, M.D., 
chaired the Advisory Committee meeting.  Given 
his aggressive actions to obtain rights to the drug 
for the Population Council, this should not surprise 
us.  However, later events revealed the extent of 
Kessler’s pro-abortion partisanship.  On January 18, 
2005, David Kessler was given a lifetime achieve-
ment award by NARAL Pro-Choice America.25  
At the award dinner Kessler said, “The threat to a 
woman’s right to choose concerns me gravely as a 
citizen and as a physician.”26  Later, as Dean of the 
School of Medicine of a California university, Kes-

sler addressed NARAL’s Sixth Annual Peninsula 
Power of Choice Luncheon, a fundraiser held in 
Palo Alto, California, on October 4, 2006.

Fourth, the Advisory Committee members were 
marked by conflicts of interest and bias.  Eight 
of the 11 members “were either affiliated with an 
abortion organization or ha[d] made pro-choice 
statements in the past.”27  The committee chair-
man, Ezra Davidson, served on Planned Parent-
hood’s advisory board in 2002.28  Jane Zones and 
Deborah Narrigan were members of the Advisory 
Committee, and both had been board members 
of the pro-abortion lobbying group, the National 
Women’s Health Network.29  Finally, the Advisory 
Committee’s executive secretary was Philip Corf-
man, M.D., who served as an advisory committee 
member for the pro-abortion Center for Repro-
ductive Health Research and Policy, and currently 
sits on the board of directors for the pro-abor-
tion Reproductive Health Technologies, discussed 
above, where his web bio boasts of his role in the 
RU-486 approval.30

Fifth, the Population Council established a non-
profit organization, American Health Technolo-
gies (“AHT”), to market RU-486; Danco was 
created later.  AHT’s president and CEO was Dr. 
Susan Allen, M.D.  Allen was not an obstetrician-
gynecologist.31  Her testimony before the Advisory 
Committee alarmed the doctors when she sug-
gested that non-surgeons could be instructed in a 
couple of days at training seminars to safely per-
form D&Cs, the surgical procedure that cleans the 
uterus of its contents.   

The Advisory Committee’s Decision
At the public hearing, the Advisory Committee 
voted 6-2 that efficacy had been established.  Two 
members (Henderson and O’Sullivan) voiced con-
cerns about the data presented.  O’Sullivan wanted 

Former FDA Commissioner Dr. David Kessler
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to see the American data.  An unnamed member 
thought that worse U.S. data should prompt an-
other meeting to be held.  The Committee voted 
7-0-1 (1 abstention) in favor of safety and 6-2 that 
the benefits of the drug exceeded its risks.  

The Home Stretch for RU-486  
(1999-2000)

By the late 1990s it was clear to the FDA that 
RU-486/misoprostol abortions would not kill the 
embryo and evacuate the uterus in a significant 
percentage of cases.32  Such uterine contents would 
have to be removed surgically.  

There were other serious side effects that had to be 
monitored as well (e.g., severe hemorrhage and the 
masking of ectopic pregnancies by the symptoms 
accompanying a medical abortion).  The FDA ap-
pears to have concluded in 1999 that additional 
safety requirements were needed for the drug to 
be marketed safely.  Nevertheless, the Population 
Council was largely uncooperative.33  In order to 
gain greater regulatory leverage over the drug, the 
FDA appears to have decided to consider RU-
486 under the restricted distribution provisions of 

its “accelerated approval” regulations—known as 
“Subpart H.”34  

The FDA’s  “Accelerated Approval” or 
Subpart H Regulations

HIV/AIDS prompted the FDA to reconsider its 
drug approval process in the 1980s-1990s.   Crit-
ics argued that new drugs could be approved more 
quickly if they were tested not for their effect on 
hard “endpoints” like morbidity and mortality but 
on endpoints that could act as their “surrogates.”35  
In December 1992 the FDA approved its “Subpart 
H” regulations to address this problem for “certain 
new drug products that have been studied for their 
safety and effectiveness in treating serious or life-
threatening illnesses . . .”36  In addition to the “sur-
rogate endpoint” feature just described,37 Subpart 
H also contained a rule section dealing with the 
approval of drugs whose distribution was restricted 
due to hazards presented by the drug.  Indeed, RU-
486 was approved using this provision.38   

Political Pressure Overturns  
FDA Safety Precautions Proposed  

in June 2000
Around June 1, 2000, the FDA privately proposed 
a list of “Qualifications for Physician Recipients.”  
They were: (1) physicians prescribing RU-486 
would have to be licensed to practice medicine; 
(2) physicians would have to be trained to perform 
surgical abortions; (3) the physician would have to 
be trained to evaluate the age of the pregnancy us-
ing ultrasound;39 (4) the physician would have to 
be able to use ultrasound to confirm an intrauter-
ine pregnancy (i.e., not ectopic);  (5) the physician 
would have to have “satisfactorily completed train-
ing certified by the distributor in the mifepris-
tone treatment procedure, including mechanism 
of action, appropriate use, proper administration, 
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Schaff, an RU-486 advocate and researcher, told 
the New York Times that such restrictions would 
kill “the drug if it can’t be used by primary care 
providers.”45  Schaff also pointed out the obvious: 
“The whole idea of mifepristone was to increase 
access.”46

Pro-abortion poli-
ticians soon reared 
their heads.  For ex-
ample, Senator Bar-
bara Boxer (D-CA) 
wrote to Dr. Henney 
on June 9, 2000: 

“According to 
news reports, the 
FDA is consider-
ing placing draco-
nian restrictions 
on the accessibil-
ity of RU-486 
as a condition of 
its approval . . . In 
1996, the FDA found RU-486 to be safe and 
effective.  Therefore, it is a mystery to me why 
the FDA would even consider restricting access 
to it.”47  

On June 22, 2000, U.S. Representative Lynn 
Woolsey (D-CA) wrote to Dr. Henney, stating 
that she was “deeply concerned about recent press 
reports about proposed restrictions.” 48  The Public 
Advocate for the City of New York, Mark Green, 
a long-time New York liberal politico, wrote to Dr. 
Henney on September 22, 2000.  Green informed 
her: “Earlier this week Planned Parenthood of 
New York City, NARAL-New York, the Access 
Project and Physicians for Reproductive Health 
and Choice joined me in convening a public hear-
ing in New York City on pending action by [FDA] 
on mifepristone …” He added that he was “also 
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follow-up, efficacy, adverse events, adverse event 
reporting, complications, and surgical indications”; 
and (6) the physician must have “continuing ac-
cess (e.g., admitting privileges) to a medical facility 
equipped for instrumental pregnancy termination, 
resuscitation procedures,40 and blood transfusion at 
the facility or [one hour’s] drive from the treatment 
facility.”41  

Items 1 and 2 attempted to ensure that licensed 
physicians capable of performing surgery would 
prescribe RU-486.  Item 3 focused on the fact that 
RU-486’s failure rate increases dramatically after 
the 49th day of pregnancy LMP; only ultrasound 
evaluations can accurately indicate whether a preg-
nancy is beyond Day 49.  Item 4 reflected the fact 
that giving RU-486 to a woman with an ectopic 
pregnancy is forbidden, and ultrasound is the stan-
dard method used to locate a pregnancy.  Item 5 
reflected the fact that a drug as dangerous as RU-
486 should only be given by doctors trained in its 
use.  Finally, Item 6 is most revealing.  The FDA 
determined that it would be dangerous for a wom-
an taking RU-486 not to be in the care of a physi-
cian who could quickly admit her into a properly 
equipped hospital.42  This list should make any but 
the most biased observer realize that RU-486’s use 
is complicated and fraught with dangers.

The reaction of the Population Council, the abor-
tion industry, and the pro-abortion press came fast 
and furious.  The Population Council and Danco 
objected strenuously to the proposed restrictions, 
and leaked stories to the press claiming that the 
FDA’s proposals “regarding the labeling and dis-
tribution of mifepristone would severely limit 
women’s access to the drug if and when it is ap-
proved.”43  The American Medical Association and 
the American College of Obstetricians and Gyne-
cologists (“ACOG”) aggressively acted to persuade 
the acting FDA Commissioner, Jane Henney, to 
reverse the FDA’s proposed restrictions.44  Dr. Eric 

Barbara Boxer (D-CA)
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concerned about the restrictions on access to RU-
486 that FDA is said to be considering.”49   

The final shoe dropped at the FDA itself.  You may 
recall Susan Allen, described above, with regard to 
her 1996 testimony at the FDA’s RU-486 hearing.  
In 1998 Allen was hired to work in the FDA’s Re-
productive and Urologic Drug Products Division 
in the FDA’s Center for Drug Evaluation and Re-
search (“CDER”).  This division oversaw process-
ing of the RU-486 application.  She was promoted 
to “team leader” for reproductive drugs in 1999.  
Allen—who, as noted, was not an obstetrician-
gynecologist—became acting director of the Divi-
sion in January 2000 and permanent director on 
June 18, 2000.50  Even though Allen had to recuse 
herself from direct involvement in the RU-486 ap-
proval, it is hard not to conclude that she was given 
this position to send a career-defining message to 
the division staff.

In any event, the FDA quickly abandoned its pro-
posed physician qualifications.  The agency even 
gave ground on issues not even raised by the June 
1, 2000 proposal.51  By mid-July 2000 the FDA 
was in full retreat, and RU-486 was approved pur-
suant to its Subpart H regulations on September 
28, 2000.

V.   The FDA Violates Its Rules in 
Approving RU-486

The FDA approval of RU-486 was problematic le-
gally in several ways.

First, even though the Food, Drug & Cosmetic 
Act prohibits approval of a drug application based 
solely on uncontrolled clinical trials, the FDA 
did exactly that.  The RU-486 trials were uncon-
trolled because the drug was never compared to a 
control group of women having surgical abortion.  
Comparison of the test group with a control group 

is needed to eliminate investigator (and agency) 
bias.

Second, RU-486 did not qualify for Subpart H 
approval because pregnancy is not a “serious or 
life-threatening illness.”  Additionally, the FDA’s 
failure to conduct controlled comparisons of RU-
486 and surgical abortions was especially egregious 

because Subpart H explicitly requires a demonstra-
tion of “therapeutic benefit…over existing treat-
ments….”52  Subpart H provides these examples 
of therapeutic benefit: the “ability to treat patients 
unresponsive to, or intolerant of, available thera-
py, or improved patient response over available 
therapy.”53  Women who have standard RU-486 
abortions must be able to tolerate a D&C because 
the RU-486/misoprostol abortion regimen has a 
substantial chance of failure: a surgical procedure 
is the back-up for RU-486 users.  Furthermore, 
a head-to-head comparison of abortion methods 
would have shown RU-486 to be demonstrably 
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less effective and less safe.54  In sum, RU-486 does 
not provide the requisite benefits.

Third, the agency mandated a previously unap-
proved use for misoprostol.  Misoprostol was ap-
proved by the FDA to prevent people who take 
non-steroidal anti-inflammatory drugs (e.g., 
ibuprofen) from getting ulcers.  When given to 
pregnant women it causes uterine contractions 
to commence.  When it approved the RU-486 
regimen, the FDA mandated that a new, unre-
lated indication for misoprostol be placed on the 
mifepristone label (i.e., the package insert).  Peter 
Barton Hutt, a former FDA general counsel, ob-
served that the agency’s treatment of misoprostol 
“sets an extra-ordinary precedent” because the 
FDA [is] “seemingly encouraging a drug’s unap-
proved use.”55  The FDA has been adamant for 
years in stopping pharmaceutical companies from 
promoting a drug for purposes other than those 
approved by the agency.  Thus, every copy of the 
RU-486 label distributed by Danco, approved by 
the FDA, promotes a required off-label use of the 
drug.

VI.   RU-486 Endangers the  
Lives and Health of the Women 

Who Use It
Six years of RU-486 adverse event reports (“AERs”) 
have produced “real world” data not available be-
fore the U.S. approval.56  The FDA reporting sys-
tem for drug complications is voluntary, so there 
is large-scale underreporting of drug side-effects.  
The FDA has estimated that it receives reports for 
only 1-10 percent of drug complications.57  In the 
case of mifepristone, providers agree to report com-
plications to Danco.  However, the AERs reveal 
that a sizable proportion of women with RU-486 
complications have to seek medical attention in 
emergency rooms. ER doctors have no obligation 

to report RU-486 adverse events. A generous esti-
mate would be that the FDA is receiving reports 
on only 3-4 percent of RU-486 complications—at 
most.58  

Nevertheless, the 1,000+ reports are significant 
because they confirm that large numbers of mife-
pristone patients require surgical intervention for 
infection, hemorrhage, complications from ecto-
pic pregnancy, and incomplete abortions.  Such 
complications could not be a surprise to the FDA, 
for they were well-known and documented by the 
early 1990s.59  One recent article has been pub-
lished by two obstetrician-gynecologists, Peggy 
Gary and Donna Harrison, who analyzed 607 of 
the American AERs—the total then available.60  
Since the publication of that article, the FDA has 
stopped releasing AERs pertaining to RU-486 fa-
talities that have been requested pursuant to the 
Freedom of Information Act.

Infection
To date there have been six North American deaths 
stemming from the use of the RU-486 abortion 
regimen.61  Five Americans and one Canadian 
have died from septic shock stemming from infec-
tion by the anaerobic bacteria Clostridium sordellii.  
One of those young women was Holly Patterson, 
18, of Livermore, California.  Her death became 
known nationally, and her father, Montgomery 
Patterson, has been heroic in attempting to com-
pel the FDA to recognize RU-486’s safety prob-
lems.  After notifying the public of the third and 
fourth septic shock deaths in July 2005, the FDA 
took the unusual step of releasing an “FDA Public 
Health Advisory” on July 19, 2005.62  On that day 
the FDA also announced that “the Prescribing 
Information, Medication Guide, and Patient 
Agreement for Mifeprex (mifepristone) have been 
updated to convey information concerning infec-
tion with Clostridium sordellii.”63



In women of childbearing age lethal infections 
caused by C. sordellii were rare in the U.S. prior 
to RU-486’s approval.  Aside from blocking pro-
gesterone receptors, two scientists have written 
independently that RU-486 may impair the in-
nate immune system—making possible the sudden 
onset of septic shock.64  In addition to the deaths, 
Gary and Harrison found 66 infection cases in their 
review of FDA AERs.65  At least 46 were serious or 
life-threatening—two of these infections occurred 
in girls age 13-17 years old.  Four women who 
survived life-threatening infections were in sep-
tic shock at the time of presentation to the emer-
gency room.66  Infection is a serious gynecological 
problem because women often develop pelvic in-
flammatory disease (from infection in the uterus, 
Fallopian tubes, and ovaries).  Approximately one 
in four of these women will eventually be diag-
nosed with a blockage of the Fallopian tubes that 
renders them sterile.
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On May 11, 2006, the Centers for Disease 
Control (“CDC”) in Atlanta hosted a conference, 
“Emerging Clostridial Disease Workshop,” which 
focused, in part, on the C.sordellii deaths.67  A fu-
ture research agenda developed from the confer-
ence has yet to be announced. An important aspect 
of the conference was the revelation that various 
studies, one involving the use of RU-486 in mice 
and published in 1992,68 have noted that the in-
terruption of the innate immune system can cause 
highly elevated rates of septic shock in selected lab 
animals.  RU-486’s cortisol-blocking properties 
give the chemical this ability—which some liken 
to removing the adrenal gland.

Hemorrhage
The FDA informed Chairman Mark Souder that 
116 cases of severe bleeding requiring transfu-
sions had been reported to the FDA by March 31, 
2006.69  Gary and Harrison reported that 237 of 
their 607 AERs reported hemorrhage and that 42 
cases were life-threatening.70  All of the patients 
who experienced “life-threatening” bleeding would 
have died had they not received timely access to 
medical and surgical services.  One Swedish teen-
ager did bleed to death.  In December 2006 the 
death of a 31 year-old healthy Taiwanese mother 
of two, who used RU-486 as an abortifacient, was 
reported. 71

The heavy bleeding produced by mifepristone-
prostaglandin abortions was well known in the 
1990s. 72  A British multi-center trial (1990) had 
five of 579 women receive transfusions and curet-
tage.73  One U.S. study participant wrote in the 
Los Angeles Times in 1990 that she continued to 
bleed for three months after her abortion.74  In the 
U.S. clinical trial, excessive bleeding necessitated 
blood transfusions in four women (n=2015) and 
accounted for 25 of 27 hospitalizations (includ-
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ing emergency-room visits).75  One participant 
from Iowa almost bled to death and was saved only 
by rapid surgical intervention and transfusions.76  
The FDA’s Janet Woodcock nonchalantly told a 
congressional subcommittee that the agency fully 
“expected” this pattern of hemorrhage when it ap-
proved the drug.  In her testimony to Chairman 
Mark Souder in May 2006, Woodcock seemed to 
believe that the FDA’s mere expectation and ap-
parent prediction of such serious side effects made 
the agency’s judgment immune from criticism.

Ectopic Pregnancies
Two percent of American pregnancies are “ecto-
pic.”  That is, they develop outside the uterus—
usually in the fallopian tubes.  When an ectopic 
pregnancy ruptures, the woman will rapidly bleed 
to death internally unless she undergoes immediate 
surgery.  The signs and symptoms of ectopic preg-
nancy (e.g., cramping and bleeding) resemble those 
experienced by a woman undergoing an RU-486 
abortion.  An endangered RU-486 patient might 
delay treatment thinking her symptoms were due 
to the RU-486 abortion—not an ectopic pregnan-
cy.  Gary and Harrison found 17 AERs involving 
ectopic pregnancies including 11 ruptures and one 
death.

Surgical Abortionists on RU-486
RU-486’s track record in the U.S. has come under 
criticism even from abortionists.  E. Hakim-Elahi, 
M.D., looked at Planned Parenthood’s 2003 re-
ported complications and concluded in a letter to 
Ob.Gyn News: “If I were to receive such a report 
from a surgical abortion clinic, I would recom-
mend to health authorities that the clinic be im-
mediately shut down.”77  Hakim-Elahi declared 
flatly, “Medical abortion with the present drug 
regimen is unsafe.”78  

Following the announcement of another RU-486 
death in March 2006, a New York Times article car-
ried statements from abortionists who expressed 
doubt about the regimen’s safety.79

Dr. Warren Hern of Denver, Colorado, asserted 
that using drugs “[is] a lousy way to perform an 
abortion.”80  Additionally, the Times interviewed 
Dr. Damon Stutes of Reno, Nevada who agreed 
with Hakim-Elahi and Hern: “The complications 
associated with RU-486 far exceed the complica-
tions of surgical abortion.”81  While admitting that 
he was uncomfortable in agreeing on anything 
with abortion opponents, he said, “‘But the truth 
is the truth.”  

VII.   Conclusion
In retrospect it is clear that those pushing for U.S. 
approval of RU-486 lived under a set of delusions 
about the drug’s potential political and professional 
impact.  RU-486 has produced none of the effects 
of normalizing abortion that were predicted for it.  
RU-486 is not accepted as a compromise politically, 
and it has not attracted doctors willing to use it.  To 
the contrary, RU-486 has been a public relations 
disaster for the abortion movement as its manifest 
dangers have had to be repeatedly explained away.

The Clinton administration twisted pharmaceuti-
cal industry arms and broke rules to force RU-486 
approval through the FDA.  RU-486 and surgical 
abortions were not compared in trials—as required 
by scientific standards.  Staff concerns about RU-
486’s safety were crushed politically.

Despite the Clinton administration’s Herculean 
eight-year effort to bring the drug to market, 
RU-486 was just becoming widely available when 
George W. Bush assumed the presidency. Conse-
quently, the overwhelming proportion of RU-486’s 
adverse events and 600,000 deaths in the womb 
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