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Mifepristone:
The Impact of Abortion Politics on Women’s Health and Scientific Research

Mifepristone is the first and only FDA-approved medication providing women with a safe and
effective nonsurgical option for early pregnancy termination. Mifepristone has been tested
extensively and used safely and effectively worldwide since 1981, and in the United States since
2000. Despite its proven safety and its promise for scientific research, continued political
attacks on mifepristone provide a prime example of how opposition to a woman’s right to
privacy and choice impairs medical advances and contradicts scientific research, compromising
public health.

Mifepristone is Safe and Effective

Mifepristone, also known by its original name RU 486 and its trade name, Mifeprex®, has
undergone rigorous testing and has been used safely and effectively for almost 25 years.

* Millions of women worldwide have safely used mifepristone as an early option for
nonsurgical abortion.!

» Since the FDA approved mifepristone in 2000, more than 800,000 U.S. women have used
the drug for safe and effective nonsurgical abortion care. The rate of reported adverse
events for mifepristone is very low: approximately 0.28 percent.?

* Mifepristone was not “fast-tracked” through the FDA approval process as anti-choice
activists claim; the drug underwent the standard, rigorous review process and clinical
trials required for new medications.?

* A 1998 study based on the clinical trials reports very high patient satisfaction with the
regimen: 95.7 percent of women who have used mifepristone would recommend the
method to others.*

* Studies of women using mifepristone suggest that when given a choice between
nonsurgical and surgical abortion care, 57 to 70 percent choose the nonsurgical option.?

* Mifepristone is as safe or safer than other commonly used medications. The number of
adverse events associated with mifepristone is less, for example, than for such
medications as Viagra and Tylenol.®

Mifepristone Has Other Potential Uses

Access to mifepristone enhances the ability of researchers to study other beneficial uses of the
medication. However, persistent efforts by anti-choice lawmakers to hinder access to the drug



will not only block reproductive choices for some women but will also impinge upon the
potential advancement of research into its various uses.

* Mifepristone can help to induce labor and treat medical problems such as infertility,
endometriosis, and certain types of tumors.”

* Mifepristone may be useful for treating certain breast cancer tumors, with experts
estimating that the drug may be an effective treatment for 40 percent of these cases.®

* Additionally, researchers have suggested that mifepristone may be useful in treating
HIV, Cushing’s disease, and glaucoma.’

Evidence-Based Use of Mifepristone Is Safe, Effective, and Necessary

Evidence-based, or “off-label,” use of mifepristone has come under attack by anti-choice forces
in an attempt to scare women and further restrict their access to the medication. Contrary to
these unfounded claims, evidence-based use of all drugs — including mifepristone — is
common, safe, effective, and appropriate.

» Standard medical practice assumes that in many instances, evidence-based drug use is
essential to providing optimal patient care. Indeed, it is standard practice for doctors to
use FDA-approved drugs for alternative uses, such as prescribing aspirin for the
prevention of heart attacks.®

* While estimates vary about the total number of prescriptions written for evidence-based
use, an American Medical Association (AMA) official has estimated that 40 to 60 percent
of all prescriptions in the United States are written for evidence-based uses."

* Many evidence-based uses are widely known and widely studied, and are, as a result,
recommended by medical textbooks, research institutions, and professional
organizations.!?

* AMA Vice President M. Roy Schwarz stated that “[i]n some cases, if you didn’t use the
drug in the off-label way you’d be guilty of malpractice.”3

Anti-Choice Attacks on Mifepristone

Despite FDA approval and worldwide acceptance of mifepristone, opponents of women’s
reproductive freedom continue their longstanding efforts to restrict access to the drug. These
political assaults threaten to undo the promise of this important scientific and medical
advancement.

Some recent attacks include the following:

* In 2004, Ohio enacted a measure prohibiting evidence-based use of mifepristone.’* A
federal judge has issued an injunction preventing the law from going into effect.'>



* In 2004, four states considered six measures restricting access to mifepristone (KS,
NJ, OH & WV).' In 2006, two states considered three such measures (NJ & WV)."”
In 2007, two states again considered three such measures (ND & OK).'® In 2008...
[update with new Who Decides info].

Legislation to restrict access to mifepristone has also been introduced in Congress.

* In 2006, Sen. David Vitter (R-LA) introduced the “RU-486 Patient Health and Safety
Act,” which would impose a number of onerous and medically unnecessary
restrictions on mifepristone’s availability — making it virtually impossible for any
doctor to prescribe the drug.”

* In 2005, anti-choice Rep. Roscoe Bartlett (R-MD) and Sen. Jim DeMint (R-SC)
sponsored the “RU-486 Suspension and Review Act.”? The bill would legislatively
override the FDA’s approval of mifepristone, and would pull the drug off the market
while an entirely new, additional “review” is conducted on the drug. Rep. Bartlett
re-introduced the measure in the 110t Congress.?!

In 2002, President Bush appointed W. David Hager, an avowed anti-choice proponent,
to the FDA Advisory Committee for Reproductive Health Drugs, despite widespread
public outcry and opposition from key members of Congress and numerous
organizations concerned with women’s health. Before his appointment, Hager authored
the Christian Medical Association’s “citizen’s petition” calling upon the FDA to reverse
its approval of mifepristone, claiming it has endangered the lives and health of
women.?? Although Hager is no longer in this position, his biased appointment
demonstrates the Bush administration’s comfort with improperly mixing politics and
science.

In May 2006, anti-choice lawmakers held a congressional hearing to attack mifepristone
and unjustly undermine public confidence in what is a safe and effective drug. The
hearing was chaired by Rep. Mark Souder (R-IN), who opposes all legal abortion, not
just mifepristone, and states publicly on his official website that “hopefully we will be
able to accumulate enough evidence to make the FDA overturn their approval of the
drug.”?

In addition to these and other recent attacks, anti-choice forces have been battling mifepristone
for years, both before and after its approval:

During the 2000 presidential campaign, George W. Bush stated his opposition to
mifepristone and said that he would be “inclined not to accept” the FDA’s approval
ruling. His subsequent anti-choice appointments to important cabinet and
administration positions demonstrate his continued hostility toward the drug and the
FDA approval.

During the George H.W. Bush administration, the FDA issued an "import alert" that
banned mifepristone in the United States for personal use. A federal district court that
examined the “import alert” concluded, "[TThe decision to ban the drug was based not



from any bonafide concern for the safety of users of the drug, but on political
considerations having no place in FDA decisions on health and safety.”?*

* Prior to his confirmation as secretary of the Department of Health and Human Services,
Tommy Thompson stated an intention, if confirmed, to revisit the FDA’s approval of the
drug. Though Thompson ultimately backed off of his threat, mifepristone was the only
drug already approved by the FDA that he singled out for further investigation.?

Access to Mifepristone Improves Reproductive-Health Options

Women might prefer to use mifepristone over traditional, surgical abortion care for a variety of
reasons. Mifepristone does not require surgery and requires no anesthesia. In addition, many
women feel it gives them greater control over their bodies and increases their privacy.2

* Physicians in all 50 states, the District of Columbia, Puerto Rico, and Guam now offer
mifepristone.?

* In 2004, the number of U.S. women choosing mifepristone doubled from the first full
year of availability in 2001.

* A 2002 report on mifepristone use in Europe suggests that the number of facilities
offering nonsurgical abortion care and the proportion of women choosing the method
are likely to increase gradually as physicians become more knowledgeable about the
procedure and as more women seeking abortions inquire about mifepristone.?

* In 2004, registered nurse-practitioners in Washington state were granted authority to
prescribe mifepristone to patients, allowing women greater access to safe, reproductive-
health options.?
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