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KEY TAKEAWAYS

In addition to ending the life of an unborn
child, chemical abortion poses serious
health risks to women.

The use of chemical abortion in the United
States has increased 120 percent in the
past decade.

Policymakers should strengthen—not
weaken—the regulation of dangerous
abortion pills.

n September 2003, 18-year-old Holly Patterson,
who was seven weeks pregnant, walked into a
Planned Parenthood clinic in California and
began the chemical abortion pill regimen. One week
later, she died in alocal hospital after going into septic
shock from a bacterial infection, Clostridium sordelli.
Her father, Monty Patterson, has spent the years since
her death highlighting the dangers of the abortion pill.
“I'm not pro-life or pro-choice,” he said in one inter-
view, “I’'m pro-Holly.” He described the look of fear
in her eyes at the hospital shortly before she died. “I
don’t want anyone else to go through that.”
Testifying before Congress, Monty Patterson
stated:

There are no quick fixes or magical pills to make an
unplanned pregnancy go away. My family, friends, and
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community were deeply saddened and are forever marred by Holly’s prevent-
able and tragic death. It is my vibrant memory of Holly and her premature
death that have inspired me to make the public aware of the serious and lethal
effects of the [abortion pill] regimen.... It is a natural instinct to protect our
loved ones and speak for those who cannot speak for themselves.”?

While Holly was the first person in the United States known to have died
in this manner, she would not be the last.

The Chemical Abortion Process

In the chemical abortion process a woman typically takes two pills: mife-
pristone and misoprostol. Mifepristone blocks the uterus from receiving a
critical hormone, progesterone, which is required to sustain a pregnancy.
As aresult of the progesterone inhibitor, the lining of the uterus deteri-
orates and cannot transfer adequate nutrients to the developing unborn
child, causingits death. Twenty-four to 48 hours after taking mifepristone,
a woman takes the second part of the abortion pill regimen, misoprostol,
which causes uterine contractions to complete the abortion process and
empty the uterus. Misoprostol’s use in the abortion pill regimen is “off label,”
that is, it was not created to be used in the abortion process.

Surgical abortion, in contrast, is a procedure that—in the first or second
trimester—involves a health care provider using instruments such as clamps,
cutterete blades, or suction catheters to extract an unborn child from the
womb. For a very late-term abortion, a lethal injection kills the child in
utero, and the child is delivered stillborn.?

According to current Food and Drug Administration (FDA) guide-
lines, mifepristone may be taken up to 70 days (10 weeks) into pregnancy,
although practitioners often fail to abide by the gestational limitation.*
Common side effects of mifepristone include fever, nausea, vomiting, chills,
and dizziness, along with cramping and bleeding more pronounced than a
heavy menstrual period. Mifepristone is associated with other, more serious,
adverse effects, including hemorrhaging, immune system inhibition, and
septic shock.

Between 2000 and 2006, the FDA was aware of six deaths associated
with mifepristone, as well as “nine life-threatening incidents, 232 hospi-
talizations, 116 blood transfusions, and 88 cases of infection.”® As of 2018,
the FDA is aware of 24 deaths associated with mifepristone and more than
4,000 adverse events.® Unfortunately, these reports likely do not represent
the full scope of unfavorable outcomes as a result of weaknesses in the FDA’s
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Adverse Events Reporting System (FAERS), which are discussed later in
this Backgrounder. As of December 2018, an estimated 3.7 million women
had used mifepristone in the United States.”

In the past decade, the chemical abortion rate has increased an
astounding 120 percent according to the Centers for Disease Control
and Prevention (CDC). According to its 2018 abortion surveillance report,
40 percent of abortions reported were chemical in nature (38.6 percent
occurred prior to nine weeks, and 1.4 percent occurred after nine weeks).®
The Guttmacher Institute, an abortion-focused research organization,
reports that chemical abortions comprised 6 percent of U.S. abortions
after mifepristone’s approval in 2000 and comprised 31 percent of abor-
tions in 2014.°

Unfortunately, any discussion of U.S. abortion data requires a caveat.
Reporting by the states to the CDC is not mandatory; not all states submit
data, and the process is not streamlined. The Guttmacher Institute directly
surveys abortion providers and is able to glean information from providers
in states that are not represented in the CDC’s report, but, again, report-
ing is not mandatory. Ultimately, U.S. abortion reporting standards are not
timely and streamlined, which is detrimental to public policy discussions
about the issue.’

Nonetheless, the data that are available conclusively demonstrate that
chemical abortions make up arapidly increasing share of abortions in the U.S.

History

Roughly four decades ago, chemical abortion did not exist. Today, it is
pervasive. The road from nonexistence to ubiquitous usage is a winding tale
and begins in alab in France.

International Development. The compound that would lead to the
advent of the abortion pill was discovered under the leadership of French
scientist Dr. Etienne Baulieu in 1980 at Roussel-Uclaf, a French pharma-
ceutical group for which Baulieu was a consultant. The compound became
known as RU-486, a shortened version of its registration.! After undergoing
clinical tests in several countries in the early 1980s, the abortion pill became
available in France in 1988.

Opposition to the drug—both in France and across the globe—was swift.
Hoechst AG, a German pharmaceutical company and majority shareholder
in Roussel-Uclaf, was concerned about the threat of boycotts due to its
market share of drugs in the United States and ordered Roussel-Uclaf to
stop producing the drug.'
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Shortly after Roussel-Uclaf announced it would pull the drug from the
market, the government of France (through a combination of French law
and its status as a minority shareholder of Roussel-Uclaf) forced the com-
pany to continue distribution. Many observers believed that Roussel-Uclaf
and the French Ministry of Health collaborated to keep the drug on the
market and circumvent the Hoechst AG directive in order to direct public
ire at the French government rather than the pharmaceutical companies.*

Roadblocks in the United States. With distribution in France under-
way, in 1989, the United States FDA issued an import alert on RU-486 out
of concern for women’s health and safety, drawing criticism from pro-abor-
tion groups and policymakers.'* In the years that followed, researchers and
groups that promote abortion in the United States hoped that a pharmaceu-
tical company would be willing to begin working to obtain FDA approval for
legal distribution of the drug in the U.S. However, such an endeavor would
be expensive and controversial. Unwilling to assume the high cost, as well
as face social pressure from grassroots and political forces, no company
stepped in to bring the drug to the U.S. market. Roussel-Uclaf was likewise
unwilling to license the drug in the U.S. or attempt to obtain FDA approval
due to the hostile political and social climate.

However, that changed in 1994 when Roussel-Uclaf agreed to license
RU-486 at no cost to the U.S.-based Population Council, a nonprofit
organization founded by John D. Rockefeller III, which focuses on repro-
ductive health research and policy. The Population Council announced
its intentions to find a U.S.-based manufacturer, sponsor an FDA approval
application, and sponsor a clinical trial.*®

But newspaper headlines about Roussel-Uclaf’s decision to hand the
drug’s patent over to the Population Council do not tell the full story. The
decision was not altruistic. Rather, it was the result of concerted closed-door
lobbying from the highest levels of the Clinton Administration.

The Clinton Administration’s Efforts to Bring Chemical Abor-
tion to the U.S. When President Bill Clinton took office in 1993, among
his very first acts as President was to direct officials at the Food and Drug
Administration and Health and Human Services to work to bring the
abortion pill to the U.S. market and reconsider the FDA’s import alert.'
The agencies swiftly initiated talks with Roussel-Uclaf. In an explo-
sive 2006 report, documents uncovered by government accountability
group Judicial Watch demonstrated the behind-the-scenes lengths the
Clinton Administration went to broker a deal between the Population
Council and Roussel-Uclaf, as well as shepherd the drug through the
FDA approval process.
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The report shines a light on the Clinton Administration’s highly unusual
role in the abortion pill’s eventual presence in the United States. In
summary, the Judicial Watch report details how—at the behest of the Pres-
ident—officials at the highest levels of the U.S. government exerted political
and diplomatic pressure on Roussel-Uclaf and Hoechst AG to relent and
end their policy of avoiding the U.S. market.

The Clinton Administration designated the Population Council as the
conduit to bring the drug to the United States. Though Roussel-Uclaf was
willing to give the patent for the drug to the United States government, the
Clinton Administration believed that Population Council was the ideal can-
didate for a variety of political and administrative reasons. To wit:

e Itsnonprofit status shielded it from political and economic
consequences that would otherwise deter the government or a phar-
maceutical company.

e The Population Council had a history of working with Roussel-Uclaf/
RU-486 during research trials at the University of Southern California
in the 1980s.

e The approval process would take less time if the U.S. government did
not have to go through extra steps to accept the patent from Rous-
sel-Uclaf and then transfer it to the Population Council.

¢ The Clinton Administration was concerned that pro-life Members of
Congress would use legislation and/or appropriation riders to block
U.S. government involvement in the process.

Roussel-Uclaf insisted that the U.S. government take the highly unusual
step of shielding the company from any liability for damages that might
occur should the drug be brought to the U.S., going so far as to request fed-
eral legislation to that end. Such an indemnity policy was not feasible, but
the Clinton Administration continued its efforts to have the Population
Council serve as a surrogate.

As a condition of releasing the patent for the drug to the Population
Council, Roussel-Uclaf demanded a “request” letter from President Clinton.
He complied and sent a letter in May 1994, requesting that Roussel-Uclaf
and the Population Council bring their plans to market RU-486 in the
United States to fruition. He thanked Roussel-Uclaf on behalf of both the
U.S. government and the women of America."”
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The Approval Process

The abortion pill Mifeprex went through a complicated and controversial
approval process.

First Steps. Below is a timeline of events that led to the eventual
approval of Mifeprex in the United States.

e April 1993: Roussel-Uclaf and the Population Council announced that
the company would license RU-486 to the Population Council, and the
Population Council would undertake a clinical trial as well as secure a
manufacturer. However, activity stalled because the two parties could
not come to a conclusive settlement.'®

e May 1994: The Clinton Administration announced that a final
agreement had been reached between the Population Council and
Roussel-Uclaf. In addition to donating patent rights, Roussel-Uclaf
would forgo any profits from the sale of the drug.”

¢ October 1994-September 1995: The Population Council conducted a
clinical trial with more than 2,000 participants.*

e March 1996: The Population Council submitted a New Drug Applica-
tion (NDA) to the FDA seeking approval for the abortion pill regimen
of RU-486 used in conjunction with misoprostol. The NDA relied on
data from two historic trials conducted in France, as well as prelimi-
nary results from the U.S. trial.*

e July1996: The Reproductive Health Drugs Advisory Committee at the
FDA decided favorably that the abortion pill is safe and effective and
that the benefits of the drug outweighed the risks. While not binding,
the FDA typically follows the advice of such committees.??

e September 1996: The FDA issued an “approvable letter” to the Pop-
ulation Council for RU-486 used in conjunction with misoprostol.
Approvable letters suggest that while safety and efficacy have been
established, further review is needed before receiving final approval.
Among other things, the FDA required full data from the U.S. trial, as
well as information about distribution plans, labeling, and a commit-
ment to post-marketing studies.?
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e 1997: Danco Laboratories, created as part of a complicated network
of entities connected to the Population Council, is designated as the
entity responsible for manufacturing and distributing the abortion
pill in the U.S. Though information about its corporate structure and
funding streams is limited, public information indicates that in addi-
tion to the Population Council, it has close ties to Planned Parenthood,
as well as the Buffett and Packard foundations and George Soros’ Open
Society Institute.*

e 1997: Hoechst AG, the European manufacturer of RU-486, announced
it would stop manufacturing the drug in light of boycott threats of a
new and profitable allergy drug it produced, Allegra. Roussel-Uclaf,
owned by Hoechst AG, transferred rights to the drug to a new company
called Exelgyn, which was led by a former executive of Roussel-Uclaf.
Exelgyn struggled for several years to secure a manufacturer and did
not successfully introduce the abortion pill to additional European
markets until 1999.%

e August 1999-February 2000: The FDA conducted a second review
cycle of the Mifeprex application. The Population Council submitted
additional information requested by the FDA, but was still in the
process of finalizing manufacturing and distribution plans.? Through-
out the FDA process, the Population Council/Danco faced a number of
roadblocks, including a failed partnership with a Hungarian manufac-
turer, litigation involving a multi-million-dollar financial dispute with
the company’s lawyer, and reluctance on the part of U.S. manufactur-
ers to involve themselves with an abortion drug or subject themselves
to potential liability disputes.

e March 2000-September 2000: The FDA conducted a third and final
review cycle and made its deliberations, and the drug sponsor secured
an undisclosed manufacturer. According to a 2008 Government
Accountability Office report, among the details the FDA deliberated
was whether or not to approve Mifeprex under Subpart H regulations.
Subpart H of the FDA drug approval process provides for accelerated
approval and restricted distribution of certain drugs.?” The New York
Times reported?® that during negotiations, the FDA was considering a
number of stipulations, including requirements that only physicians
prescribe the drug, that they be trained to provide ultrasounds, have
admitting privileges at a nearby hospital, and that they register with
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the drug distributor. Abortion advocates balked at the proposed
restrictions and quickly convened to strategize ways to stop the FDA
from imposing the restrictions.?

Final Approval. On September 28, 2000, the FDA approved Mifeprex
through 49 days gestation. The proposed restrictions that pro-abortion
groups had protested months earlier were largely absent from the final terms.

Danco was unable to secure a manufacturer in the U.S. or Europe. When
the FDA approved the drug, it made the unprecedented step of refusing to
identify “the names of the experts who reviewed RU-486 for the agency.”*°
The FDA also would not specify where the drug would be made, citing safety
and security concerns. However, officials in China confirmed that the drug
would be manufactured by the Hua Lian Pharmaceutical Company, a state-
owned company and subsidiary of the Shanghai Pharmaceutical Group.*

Pro-life critics were quick to voice their objections. The FDA’s claim
that it was concerned for employee safety and security at the Chinese plant
was dubious considering the fact that demonstrations and protests are not
allowed in the communist country. Furthermore, policymakers and the
general public balked at the fact that a country with a brutal and draconian

“one child policy” (now a two-child policy), carried out through forced abor-
tions and sterilizations, was sourcing the drug to the U.S.3?

Regulation

Upon approval through the Subpart H process in 2000, the FDA imposed
certain restrictions on the drug in order to ensure safe use. Restrictions
included requirements that qualified prescribing physicians had to be able
to accurately date the pregnancy (including providing or referring for an
ultrasound), diagnose an ectopic pregnancy, provide surgical intervention
or make alternative plans for the woman’s care if the chemical abortion
was unsuccessful and complications ensued, and notify Danco of serious
adverse events or a failed abortion.** A woman would take the initial dose
of Mifeprex on day one, then take misoprostol after a doctor’s appointment
two days later. Two weeks after the chemical abortion, she would have a
follow-up visit to confirm the abortion was completed.

In 2007, the Food and Drug Administration’s Amendments Act established
arisk evaluation and mitigation strategy (REMS) for certain drugs and deter-
mined that REMS would automatically apply to drugs previously approved
under Subpart H with elements to assure safe use (ETASU). As of March 2021,
60 drugs are subject to REMS, and 88 percent of them include ETASU.3*
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In 2011, new REMS for Mifeprex included a requirement for a medication
guide and three types of ETASU. These ETASU include requirements on
the part of certified prescriber; a requirement that the drug only be dis-
pensed in certain health care settings (not retail pharmacies); and patient
informed-consent provisions, as well as a restricted shipping process.*

In 2016 under the Obama Administration, the FDA revised the mife-
pristone label and loosened the REMS regulating the drug in response to
proposals from Danco.?® The new labeling changed the dosage require-
ments from three 200mg pills to a single 200mg pill and eliminated the
requirement that a patient receive an in-person evaluation two weeks
later to ensure a completed abortion. Additionally, women no longer ingest
mifepristone at a health care provider’s office (though the requirement that
mifepristone only be dispensed in certain health care settings, not retail
pharmacies, remains in place). The FDA loosened the prescriber require-
ment by changing the term “licensed physician” to “healthcare provider
who prescribes.” The labeling expanded the use of mifepristone from 49
days gestation to 70 days gestation.*”

The FDA determined that a REMS—including the ETASU—was still nec-
essary, but made a number of modifications, one of which was a change to
adverse events reporting. Prior to 2016, prescribing physicians had to agree
to report serious adverse events and failed abortions to Danco. But under
the new REMS, only deaths remain part of the reporting requirements.®
GenBioPro’s generic version of the drug, which was approved in April 2019,
is subject to identical restrictions, and the REMS were combined into one
shared system.?’

The Guttmacher Institute notes that as early as 2001 approximately 83
percent*® of abortion providers were not using the FDA’s pre-2016 regimen;
the abortion industry almost immediately used a lower mifepristone dosage,
increased the gestational limit from seven weeks to nine weeks, lowered the
number of visits required at a clinic, and allowed for the second half of the
regimen—misoprostol—to be taken at home. The 2016 FDA label change
largely mirrored these “evidence-based” practices.

Remaining Questions About the Approval Process

In the two decades since mifepristone became available in the U.S., con-
cerns about the approval process have not been assuaged—and lingering
questions remain.

Subpart H. The FDA approved mifepristone under the Subpart H
regulatory scheme, which provides for an accelerated process. In order to
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receive Subpart H approval, a drug must address a “serious or life-threaten-
ing illness,” of which pregnancy is neither. As the sponsor, the Population
Council reportedly objected to the drug’s approval under Subpart H on
identical grounds.*

For Subpart H approval, a drug must also show a therapeutic benefit over
existing treatment options. The FDA justified its decision because a chem-
ical abortion can allow a person to avoid a surgical procedure, but relied
on historically controlled clinical trials rather than trials that would have
compared women taking the abortion pill to women undergoing surgical
abortion—and, therefore, did not establish a direct comparison of the safety
and efficacy of those two specific options.

Off-Label Use of Misoprostol. Furthermore, the second half of the
abortion pill, misoprostol, is designed to address conditions like ulcers
for people who take non-steroidal anti-inflammatory drugs. In approving
mifepristone and the abortion pill regimen, the FDA mandated the off-label,
unapproved use of misoprostol for abortion. This promotion is a departure
from the FDA’s typical role in ensuring that a drug is used for its intended
purposes.

G.D. Searle, which manufactures Cytotec (the brand name for misopros-
tol) issued an “Important Drug Warning” letter less than one year after the
abortion pill received approval. The letter warned that Cytotec’s intended
use is for gastric ulcers, that “administration by any other route is contra-
indicated in women who are pregnant because it can cause abortion,” and
listed potential side effects such at uterine rupture.*? To this day, the Cyto-
tec/misoprostol label maintains a “black box” warning to pregnant women.

Cytotec/misoprostol is among the drugs often used during the labor
induction process because it can spur cervical ripening and uterine con-
tractions. This use in the labor and delivery setting is also not approved,
and complications such as excessive contractions (uterine tachysytole) can
lead to serious adverse effects such as amniotic fluid embolism and uterine
rupture, with the risk of uterine rupture increasing with gestational age or
if awoman has had prior uterine surgeries such as a C-section.*

The Cytotec/misoprostol label specifically warns that, when used outside
its approved indication, a woman’s “[u]terine activity and fetal status should
be monitored by trained obstetrical personnel in a hospital setting.”** It is
striking that in the labor and delivery setting, Cytotec/misoprostol is used
under close supervision of health care practitioners, whereas during the
chemical abortion process (or, in some cases, miscarriage management)
the drug is self-administered outside a health care setting.
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Health and Safety Risks

The health risks associated with the abortion pill regimen are extensive,
and the FDA’s FAERS does not adequately capture the full extent of com-
plications women have experienced.

Serious—in some cases, fatal—adverse events associated with mifepri-
stone include sepsis and ruptured ectopic pregnancy. Other side effects,
such as fever, pelvic inflammatory disease, cramping, and nausea, are not
uncommon. The possibility that a woman will experience complications
increases the further along she is in her pregnancy.*

Blood Type Incompatibility. If a woman obtains an abortion and her
provider fails to determine her blood type and provide appropriate care, the
health of her baby in subsequent pregnancies can be at risk. Determining
Rh factor—the presence or absence of a protein found on red blood cells—is
an important part of prenatal care, with a blood test typically occurring at
the beginning of a pregnancy.

According to the American College of Obstetricians and Gynecologists
(ACOG), complications can ensue if a woman is Rh-negative and the baby
is Rh-positive because when the two different blood types mix, a woman’s
body will make antibodies to try to destroy the Rh-positive blood. “These
antibodies can cross the placenta and attack the fetus’s blood cells. This
can lead to serious health problems, even death, for a fetus or anewborn.”*°

This problem typically does not occur during a first pregnancy because
there is not enough time for many antibodies to develop. However, without
receiving treatment during the first pregnancy, if “the woman later gets
pregnant again with an Rh-positive fetus, she can make more antibodies.
More antibodies put a future fetus at risk.”*” The ACOG notes that this
issue can also arise even if a pregnancy is not carried to term, be it due to
miscarriage, ectopic pregnancy, or abortion.

A RhoGAM shot—both during pregnancy and immediately after deliv-
ery—prevents the woman’s body from initiating the antibody response, but
is specific to the individual pregnancy and would be necessary for any other
subsequent pregnancies with an Rh-positive baby.

ACOG recommends this treatment after an abortion at any gestation
and regardless of method, surgical or chemical.*® The National Abortion
Federation, in contrast, does not recommend this treatment for abor-
tions occurring before eight weeks.* So, providers who fail to determine
awoman’s blood type and, if indicated, initiate applicable treatment may
be putting women in a situation where she makes antibodies that—in the
words of ACOG—“put a future fetus at risk.”
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Adverse Events. As a condition of becoming a certified prescriber, the
prescriber agreement originally required prescribers to report serious
adverse events and complications to Danco, who, in turn, submits regular
reports to the FDA. These adverse events—as well as voluntary reports
to the MedWatch program (to which both health care professionals and
consumers can contribute) are compiled in the FDA’s FAERS. But when a
woman experiences an abortion complication, she will likely report to an
emergency room or other outpatient facility rather than the practitioner
who prescribed the abortion pill regimen. Not all abortion providers have
hospital admitting privileges, which inhibits continuity of care. There is no
way to know how often emergency rooms and other facilities fail to report
complications to Danco or the FDA, as they may not know the woman is
undergoing an elective chemical abortion as opposed to a miscarriage.

In 2016, the FDA weakened the reporting requirements so that only deaths
were required to be reported to the FDA. To date, mifepristone has been tied
to 24 deaths and more than 4,000 adverse events.”® Because reporting adverse
events other than death is voluntary, it is impossible to capture a truly accu-
rate representation of complications associated with chemical abortion.

Chemical abortion proponents tout chemical abortion as safe and effec-
tive, but many studies require caveats and additional context that call some
of these claims into question.” Simply put, U.S. abortion data often leaves
much to be desired, because there is no single federal standard or central-
ized tracking.”® Studies in Finland, whose single-payer health system and
robust record-keeping protocols differ from the systems and protocols in
the U.S,, paint a less rosy picture. One such study found that one in five
women experienced an adverse event following a chemical abortion, and
rates of complication were four times higher in chemical abortions com-
pared to surgical abortions.”®

lllegal Actors

Illegal actors, both foreign and domestic, ship chemical abortion pills
directly to consumers through the mail service—some flagrantly, and some
surreptitiously. Online websites such as PlanCPills.org instruct buyers on
how to circumvent telemedicine restrictions and purchase abortion pills
through unregulated online pharmacies. According to the FDA, only “three
percent of online pharmacies are in compliance with U.S. pharmacy laws
and practice standards.””* These individuals and organizations are not only
operating illegally or directing consumers toward illegal activity: They are
endangering women.


PlanCPills.org
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Among the most well-known of these bad actors is a Netherlands-based
doctor, Rebecca Gomperts, who is not licensed to practice medicine in the
United States. Gomperts operates AidAccess, an Internet-based service
that prescribes misbranded and unapproved abortion pills to women in
the United States.*®

These drugs, which, according to Gomperts, come from India,*® are not
approved for use in the U.S. The FDA webpage for Mifeprex/mifepristone
contains a prominent warning that consumers should not purchase the
drug over the Internet because its use in the United States is only allowed
under the heightened REMS restrictions, and “drugs purchased from
foreign Internet sources are not the FDA-approved versions of the drugs,
and they are not subject to FDA-regulated manufacturing controls or FDA
inspection of manufacturing facilities.”®”

In 2019 the FDA sent a warning letter®® to AidAccess stating that the
organization introduced misbranded and unapproved drugs into interstate
commerce in violation of the Federal Food, Drug, and Cosmetic Act,” and
demanding that the website immediately cease such activity. AidAccess fired
back, defiantly alleging that the FDA was violating Gomperts’ patients’ consti-
tutional rights by restricting their access to abortion.®® AidAccess then filed a
complaint in the District of Idaho asking the court to prevent the FDA from
taking action against them—and made sweeping declarations that a host of U.S.
laws violated Gomperts’ patients’ constitutional rights.®* The FDA requested
that the complaint be dismissed on a number of administrative and standing
grounds, noting that interfering with Gomperts’ patients’ ability to obtain
unapproved versions of abortion pills is not the same thing as interfering with
her patients’ right to obtain an abortion.®® In July 2020, the court sided with
the FDA and dismissed the Gomperts complaint. But AidAccess continues to
operate in flagrant violation of U.S. law, and the FDA has not, to date, publicly
followed up with any additional action since the 2019 warning letter.

Individual bad actors threaten women’s health and safety as well. In July
2020, Ursula Wing of New York was fined and sentenced to two years of pro-
bation for illegally purchasing abortion pills from abroad and then selling
them to people in the United States. She operated a website that purported
to sell jewelry, and repackaged wholesale abortion pills sourced in India
into individual quantities to send to purchasers in the United States. She
shipped jewelry items in shipping envelopes with a hidden panel containing
the abortion pills.®®

By selling misbranded medication to individuals without a prescription
or license to do so, Wing put an untold number of women in danger. She
could not verify the gestation of an alleged pregnancy, rule out ectopic
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pregnancy, or conduct any of the other verifications that an evaluation by a
qualified medical provider should assess. Furthermore, she did not verify to
whom she was shipping pills. In fact, one of Wing’s customers was a Wiscon-
sin man who purchased the abortion pills from Wing and secretly crushed
them up in his girlfriend’s drink in an attempt to abort their 21-week-old
unborn child. He faces charges of attempted homicide of an unborn child
and illegal prescription drug delivery.®*

A study published in Contraception, a journal with close ties to the abor-
tion industry, documented the experience of purchasing abortion pills from
18 online pharmacy sites, then tested the composition of pills they received.
None of these websites required proof of prescription, nor did they ask
for information such as gestational age of pregnancy or information that
would ascertain contraindications. Some pills contained very little of the
advertised amount of misoprostol. Some packages arrived damaged, and
many did not match the picture of the online advertisement. Perhaps most
troubling for a drug with a track record that includes maternal death, none
of the packages contained instructions. Though pills were purchased from a
number of different websites, many were run by the same vendors, and some
of the websites were no longer live by the time the study was published.

Despite these appalling findings, the study authors characterize the
online abortion pill ordering process mildly as “suboptimal,” but never-
theless, still concluded that some people “may consider self-sourcing pills
from the internet to be a rational option.”® Two of the study’s authors work
for Gynuity, a pro-abortion research organization heavily involved with
efforts to expand telemedicine abortion in the U.S.

Impact on the Abortion Landscape

The Guttmacher Institute’s most recent Abortion Provider Census
survey found that the number of facilities that provide abortions, including
hospitals, clinics, and physician offices, declined 5 percent between 2014
and 2017.° Furthermore, the vast majority of private practice obstetricians
and gynecologists do not perform abortions. Among those who do not per-
form abortions, only half are willing to refer patients elsewhere to obtain
an abortion.®” But a Kaiser Family Foundation survey released prior to the
abortion pill’s FDA approval found that many health care practitioners
who were opposed to or ineligible to provide surgical abortions would be
interested in providing chemical abortions.®®

For the abortion industry, moving the procedure from the surgical realm
to one in which a provider can simply prescribe a pill creates a perceived
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separation from the procedure itself, and can make the prospect of provid-
ing chemical abortion more acceptable than providing surgical abortions.
Furthermore, where surgical abortions require specific resources such as
training, facilities, and equipment, chemical abortion does not require the
same level of investment on the part of providers.

Chemical Abortion Reversal. Conversely, the advent of chemical abor-
tion has also led to some providers offering abortion pill reversal (APR).%
APR is a protocol that uses periodic doses of progesterone to counteract
the effect of mifepristone, which is a progesterone inhibitor.” According
to testimony of Dr. George Delgado, who published the first peer-reviewed
article on the subject in 2012, hundreds of women have successfully given
birth after pursuing APR to counteract the effect of mifepristone.”

From Surgical to Chemical. The abortion pill has been a relative
panacea for the abortion industry. Though the overall abortion rate has
consistently declined in recent decades, chemical abortion has provided
the industry with the ability to expand abortion by opening the door to
involving more providers outside a traditional abortion business (like
Planned Parenthood) and go beyond the limitations of a brick-and-mortar
clinic through telemedicine services and the option for women to take the
abortion pills in a home setting.

If the abortion lobby achieves its goal of weakening or eliminating the
mifepristone REMS, the abortion landscape in America would look drasti-
cally different. Weakening the regulations could lead to an increase in the
number of providers willing to prescribe the drug because specific certifi-
cation requirements and dispensing restrictions would not be required by
the prescribing practitioner. There is also the potential for an explosion of
telemedicine abortion.

Under current REMS, some chemical abortion providers are offering
a “hybrid” telemedicine process in which a woman goes to a practice that
is able to stock mifepristone, then communicates with the prescribing
provider off-site so that the practice can dispense the medication for her.”?
The FDA is currently allowing an abortion pill telemedicine study to be
conducted in anumber of states that follow a more traditional telemedicine
model and allow the abortion drugs to be sent to women directly via mail.”

Conscience Rights. Should the FDA open the door to expand chemical
abortion to additional channels—retail pharmacies, for example—con-
science rights can be implicated. Current federal law provides for various
conscience protections regarding abortion in the context of health care. For
example, entities receiving certain federal funds, such as hospitals, cannot
discriminate against a provider who refuses to perform or participate in



BACKGROUNDER | No. 3603 MARCH 26, 2021|116
heritage.org

an abortion procedure.”™ At the state level, varying degrees of conscience
protection statutes in the health care space exist as well; according to the
Guttmacher Institute, an abortion-rights research organization, 46 states
provide for some sort of conscience protection for abortion services.

If regulations for chemical abortion drugs, specifically prescribing and
dispensing them, were to be loosened or eliminated, individuals and enti-
ties could find themselves vulnerable, particularly pharmacists. Current
conscience protections regarding abortion procedures were written with
health care practitioners and institutions in mind—not necessarily pharma-
cists. Some states affirmatively require pharmacists to fill all prescriptions
with no exceptions.” If chemical abortion drugs were ever expanded to
additional retail settings, current conscience protection statutes might
not provide adequate protection to objecting individuals and/or entities.

Recommendations

To protect women’s health and safety, the federal government and state
and federal policymakers should, at a minimum, ensure that policies are in
place to robustly regulate chemical abortion drugs and provide for enforce-
ment actions against bad actors.

At the federal level, steps should include, but are not limited to:

¢ Strengthening the current REMS, including restrictions on what
practitioners may be qualified prescribers and returning to the pre-
2016 gestational cutoff of 49 days gestation.

e Strengthening the FDA Adverse Events Reporting System pro-
cess by requiring that all adverse events—not just deaths—be reported
and requiring all qualified prescribers to report directly to the FDA
rather than the abortion pill manufacturer.

o Taking decisive action at relevant agencies to prevent interna-
tional actors from shipping chemical abortion drugs to women in
the United States for distribution and prosecuting those who fail to
comply with the law.

¢ Requiring transparency about where Danco and GenBioPro’s
U.S.-bound abortion pills are manufactured, and ensure that manufac-
turing facilities are regularly inspected.
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e Ending the dangerous abortion pill telemedicine trial that is cur-
rently being conducted in a number of states. According to the trial’s
lead investigator, they are interested in exploring ways to circumvent
state laws prohibiting telemedicine abortion.”

Pro-abortion actors have aggressively called for the FDA weaken or
remove the REMS and allow for telemedicine abortion and retail pharmacy
dispensing. In the future, a presidential administration hostile to life could
do the bidding of the abortion lobby.

In order to ensure that important protections remain in place even under
a hostile presidential administration, state policymakers should enact
policies to protect women and unborn children within their jurisdictions,
including:

e Ensuring that women receive adequate informed consent prior
to obtaining a chemical abortion From outlining health risks to
sharing information about the availability of the abortion pill reversal
protocol, states can provide women with the information they need to
make a fully informed decision.

e Regulating chemical abortion, including bans on telemedicine
abortion, heightened prescriber requirements, robust record-keeping
and data collection, and other health and safety measures neces-
sary to protect women in the absence of (or in addition to) federal
requirements.

e Enacting policies aimed at preventing women from being
coerced into an abortion by an unsupportive partner or abuser.
From signs in clinic waiting rooms, exam rooms, and bathrooms to
laws criminalizing coercion, states can do more to protect women
from obtaining an abortion under duress, which can be facilitated
through chemical abortion.

Conclusion

Chemical abortions subject women to serious health and safety risks.
Despite its characterization by the abortion industry as an easy process,
it “takes much longer, involves far more bleeding and pain, and compli-
cations occur four times more frequently from medical as compared to
surgical abortions.””” Yet pro-abortion actors like Planned Parenthood
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and the American Civil Liberties Union are agitating in court, as well
as the public policy sphere, to remove important FDA-imposed safety
restrictions.

A presidential administration interested in expanding chemical abortion
may make these FDA restrictions a thing of the past—endangering women
and their unborn children in the process. Policymakers, particularly at the
state level, must prepare for the increasing likelihood that the burden of
protecting women from the dangerous chemical abortion pills falls on them.

Melanie Israel is Research Associate in the Richard and Helen DeVos Center for Religion
and Civil Society, of the Institute for Family, Community, and Opportunity, at The Heritage
Foundation.
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