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Mifepristone is a Safe Choice

Mifepristone (also known by its original name RU 486 and its trade name, Mifeprex®) is the first and
only Food and Drug Administration (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.

Mifepristone is Extremely Safe

* More than one and a half million women in the United States have used mifepristone since its
FDA approval in 2000.! The rate of reported adverse events for mifepristone is very low:
approximately 0.2 percent.? In other words, approximately two out of every 1,000 women who
use mifepristone have an adverse event. The vast majority of adverse events reported to the FDA
are not serious, not emergencies, and are expected. The incidence of serious adverse events is
extremely low.3

* Every single medication, no matter how common it seems or how frequently it is used, carries
some risk of side effects. Danco and the FDA have confirmed that between 1996 and 2011, there
have been just eight deaths in the United States following the use of mifepristone.* Four women
tested positive for a rare bacterium usually associated with pregnancy-related toxic shock
syndrome; the FDA found no presence of this bacterium in mifepristone when it tested the drug.5

Mifepristone is Safer Than Other Common and Widely Used Medications

* Five men die from Viagra-related drug reactions out of every 100,000 prescriptions written.®
* Every year, 150 accidental overdoses of Tylenol lead to deadly liver failure.”

* Many other commonly prescribed medications have adverse reaction rates that far exceed that of

mifepristone:
DRUG ADVERSE REACTION RATE?
Advair Diskus 100/50 (asthma) At least 27%°
Wellbutrin (anti-depressant) At least 22.3%"°
Xanax (anti-anxiety) At least 13.9%!"
Lipitor 10 mg. (cholesterol) Atleast 12.9%"
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Clarinex (allergy) At least 10%"
Celebrex (arthritis) Atleast 8.8%"
Imitrex 100 mg. (migraines) At least 8%!*°

Flonase Nasal Spray 100 mcg (allergy) Atleast 7.2%!°
Nexium (heartburn) Atleast 5.5%"7
Monurol (fosfomycin) (antibiotic, Atleast 5.2%'8
commonly used for urinary tract infections)

Botox At least 5%

Zithromax (antibiotic) At least 5%

Singulair (asthma) Atleast 4.2%
Ritalin (ADD, ADHD) Atleast 3.1%%
Naprelan (anti-inflammatory) At least 3%%

Mifepristone 0.28%*

Other Health Complications Are Much More Common Than Mifepristone Adverse Reactions

= 700,000 people visit the emergency room and 120,000 people are hospitalized from adverse
reactions to drugs (ADR) per year.?

* 1.5 million people are injured each year due to medication errors — approximately 400,000 of
those injuries occur in hospitals, 800,000 occur in long-term care settings, and 530,000 occur
among Medicare recipients in outpatient clinics.?¢

* In 2010, more than 38,000 Americans died of unintentional overdoses of pain medications such as
methadone, oxycodone, and hydrocodone.?”

* Nearly 100,000 adults are treated in emergency departments each year because of
adverse events from antibiotics.?®

Evidence-Based Use of Mifepristone

When the FDA first approved mifepristone for use in the United States, it was based on the
medication’s initial treatment protocol as developed in France. Almost immediately, researchers
found better, evidence-based ways in which the medication could be used safely and effectively. In
the United States, providers followed suit and developed new treatment guidelines.?

Since that time, anti-choice organizations and legislators have attacked this evidence-based, or “off-
label” use of mifepristone 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.



» Estimates vary about the rates of off-label use. By one measure, more than one in seven
prescriptions for common medications is for off-label use.** By another, 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.!

» 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.®2 Today, heart and seizure medications are the medications most commonly
prescribed for other purposes.®

* Research with mifepristone has shown that alternatives to the FDA-approved regimen are
safe, effective, and in most cases, preferable to the FDA regimen.**

Attacks on Mifepristone Are Part of a Larger Effort to Make All Abortion Care Illegal,
Which Would Seriously Threaten Women'’s Health

* Anti-choice activists and lawmakers who believe that abortion should be outlawed entirely are
trying to remove mifepristone from the market, and they often claim that abortion in general is
harmful to women’s health. This is simply not true — legal abortion is extremely safe.

* The legalization of abortion in the United States has led to the near elimination of deaths from the
procedure.®

* Between 1973 (when abortion became legal nationwide) and 1997, the number of deaths per
100,000 legal abortion procedures declined from 4.1 to 0.6.%° In fact, the most serious threat to
women’s health is making abortion illegal: In 1962, about one million illegal abortions took
place, and more than 5,000 women died as a result (the numbers may have even been higher due
to inaccurate autopsies).” That equals a fatality rate of at least one in 1,000, or 114 times that of
mifepristone.

*  One of the major architects of the movement to pull mifepristone from the market is Concerned
Women for America, an avowedly anti-choice organization whose goal is to “bring Biblical
principles into all levels of public policy.”* The organization opposes not only mifepristonebut a
woman’s right to choose generally. The group openly calls for Roe v. Wade to be overturned, and
even opposes common forms of birth control.*® It is hypocritical — to say the least — for an
organization to claim that it is out to protect women’s health and lives when it simultaneously
advocates for returning to a time when thousands of women needlessly died or were
permanently injured every year.
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