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“safe, legal, and rare,” to quote President
Bill Clinton’s famous phrase, But of course,
agreement to such a general proposition
does not translate into agreement about
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what restrictions are appropriate. Although
abstract positions may have blurred for
most people, debates over particular policies
remain as divisive and acrimonious as ever.

Plan B and Emergency Contraception

Every year, Americans have 3.4 million
unintended p. ncies, which represents
more than half the total. About 40 percent
of unintended pregnancies will end with an
abortion. Although the teen pregnancy rate
has reached its lowest point in more than
thirty years, the vast majority (77 percent)
of pregnancies to women under twenty are
unintended. More than 25,000 women a year
become pregnant as a result of sexual as-
sault and about 19,500 will have abortions
to end pregnancies that occur as a result of
rape or incest.

One way to further decrease the number
of abortions performed each year would
be to decrease the number of unwanted
pregnancies, One way to accomplish this is
through emergency contraception drugs that
prevent pregnancy after intercourse. They
are sometimes called “morning after” pills,
but this name is somewhat misleading. It
generally takes one to two days (and some-
times up to five days) after intercourse for a
sperm to fertilize an ¢gg. During this period
of time, emergency contraceptives delay
ovulation and thicken cervical mucus to
prevent fertilization. (Some abortion oppo-
nents charge that the drugs can also prevent
implantation of fertilized ova, a topic we
will address below.)

Plan B

The synthetic hormone levonorgestrel,
commonly known by its original brand
name, “Plan B," is the most well-known
emergency contraceptive. Plan B One-Step®

(Teva) consists of one 1.5-milligram dose of
levonorgestrel, which is the same synthetic
version of p terone used in many birth
control pills. If taken within seventy-two
hours of unprotected intercourse, it is es-
timated to be about 89 percent effective at
preventing pregnancy, and 95 percent ef-
fective if taken within twenty-four hours,
(Some studies have indicated a higher fail-
ure rate for the drug, however.)

Since 2013, Plan B has been available over
the counter without age restrictions, The
most common side effects of the drug are
headaches and nausea. About 20 percent of
women taking Plan B experience headaches
and around 10 percent nausea and vomiting,
and an over-the-counter antinausea medica-
tion is often recommended to prevent such
side effects.

Research has shown that Plan B (and
similar drugs such as ella) prevent preg-
nancy by delaying or preventing ovulation
and inhibiting the passage of sperm by
thickening cervical mucus. What research
has not demonstrated so far is that these
drugs prevent pregnancy by impeding
the implantation of fertilized eggs. In-
stead, multiple studies have shown that
when Plan B is taken after ovulation oc-
curs, women are just as likely to become
pregnant as those who have not taken the
drug. Women who take the drug before
ovulating, however, successfully prevent
pregnancy.

This might seem to be a relatively minor
issue, since the standard medical and




legal definition of the start of pregnancy is
the implantation of a fertilized egg in the
uterus, But for abortion opponents who ar-
gue that a fertilized ovum has the full moral
standing of personhood, the days between
fertilization and implantation are a crucial
and perilous time for human life. Without
any intervention, 50 to 80 percent of fertil-
zed eggs naturally fail to implant in the
uterine lining, a loss that is already a pro-
found tragedy in the view of some abortion
opponents. Taking steps that might prevent
implantation would compound that natural
tragedy with an active moral wrong, tanta-
mount to abortion,

It is not surprising that some abortion
opponents have focused on Plan B as po-
tentially preventing implantation, since
the original FDA label, drafted at the time
of the drug’s approval in 1999 and still
in use as of early 2015, says that the drug
“may also prevent fertilization or attach-
ment of a fertilized egg to the uterus.” But
researchers at the NIH, along with the rest
of the mainstream medical establishment,
subsequently concluded that this language
was inaccurate and out-of-date, modeled
on labels for birth control pills from the
1960s, when scientists had little under-
standing of how the drugs worked. (The
FDA approval process did not involve
any studies about the drug’s mechanism.)
By 2012, both the NIH and the Mayo
Clinic, as well as European regulators
for the drug, had removed language on
their websites about implantation disrup-
tion, and the International Federation of
Gynecology and Obstetrics had issued a
statement explicitly stating that levonorg-
estrel does not stop implantation.

Nevertheless, abortion opponents argue
that further proof is needed and point out
that if the current studies get further confir-
mation, Man B's label should be changed to
say that it is ineffective after ovulation. (This
i a point on which both sides agree.) For
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now, Plan B, its generic equivalents, and the
longer-acting drug, ella, continue to gener-
ate controversy. Indeed, they have done so
for over a decade.

Conflict

In 1999, the FDA approved Plan Bas a
safe and effective prescription drug regi-
men. It originally involved two tablets

to be taken within seventy-two hours

of unprotected intercourse. Given the
demonstrated safety of the drug and the
practical difficulty of obtaining a prescrip-
tion within the seventy-two-hour window,
however, many physicians began to argue
that Plan B should be made available over
the counter (OTC). In October 2003, Barr
Laboratories’ application to sell the drug
OTC was reviewed by an independent
FDA advisory panel of scientists and phy-
sicians, which voted 234 for approval.

The FDA has generally taken the advice
of its advisory panels, but this time the
panel’s recommendation was overruled
by upper-level FDA officials. Plan B was
controversial, and abortion opponents were
lobbying Bush administration officials to
deny Barr’s application. Although the FDA's
own scientific panel had already concluded
that Plan B was a contraceptive agent, not
an abortion drug, this finding was rejected
by many social conservatives and the U.S.
Conference of Catholic Bishops. They also
objected to making the drug available OTC
because, in their view, it might encourage
sexual activity among unmarried women
and teens who might otherwise avoid it due
to the fear of pregnancy.

On the other side of the reproductive
divide, the American Medical Association,
American College of Gynecologists and
Obstetricians, American Academy of Family
Physicians, and American Academy of
Pediatricians endorsed OTC sales of Plan B as
serving the best medical interest of women,
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As it turmed out, Plan B was the only one
of twenty-three applications to change a drug
from prescription-required status to OTC
to be turned down in the period 1994-2004,
Some FDA staff claimed that Steven Galson,
the head of the FDA's drug-review center,
had told staff members that it did not matter
what the independent advisory panel’s
recommendation was, because the decision
would be made by top officials at the agency.

After the Plan B application was turned
down, several members of Congress asked
the Government Accountability Office
(GAO) to conduct a review of what had
taken place at the FDA. The GAO investiga-
tion discovered that the decision to reject
the application had been made before the
FDA's own scientific review of the applica-
tion was finished.

Reapplication and Restriction

In his rejection of Barr's application, Steven
Galson had argued that the original study
on Plan B had not included enough teens
fourteen to sixteen. So in July 2004, Barr
resubmitted its application limiting OTC
sales to females older than 16, But the FDA
delayed action on the application for over

a year, then announced in February 2005
that it was delaying its decision indefinitely
for further study. In September of that year,
Susan Wood, director of the FDA’s Office
of Women’s Health, resigned to protest the
agency’s decision, “I feel very strongly that
this shouldn’t be about abortion politics,”
she said. She told a reporter that she could
no longer serve at the FDA “when scientific
and clinical evidence, fully evaluated and
recommended by approval by the profes-
sional staff here, has been overruled.”

In 2006, in response to congressional
pressure and lawsuits, the FDA agreed that
Plan B could be sold without a prescrip-
tion to women ages eighteen and older. In
August 2009, however, Judge Edward R.
Korman of the New York Federal District

Court ruled that this decision again ap-
peared to be determined by politics, not
science. He gave the agency thirty days to
lower the limit to age seventeen and rec-
ommended they consider dropping the age
requirement altogether. The FDA complied
with the order, inviting the manufacturer
to submit a plan to market Plan B “without
a prescription to women seventeen years
of age or older.”

In 2011, Barr Laboratories—now owned
by Teva Pharmaceuticals—submitted an ap-
plication to move Plan B from “dual label”
use to full OTC status without age limits.
The FDA’s Center for Drug Evaluation and
Research (CDER) studied the application
and determined that Plan B was effective
and safe for “all females of child-bearing
potential.” They also concluded that adoles-
cents were capable of understanding and us-
ing the drugs without a physician’s aid. But
later that year, the Director of Health and
Human Services, Kathleen Sebelius, over-
ruled the decision, again citing insufficient
evidence on use by younger patients.

Finally, in April 2013, Judge Korman
overruled Sebelius’s decision, concluding it
had involved “bad faith and improper po-
litical influence” and confirming the CDER's
findings. Later that month, the FDA com-
plied with Korman's order and approved
the use of Plan B as a nonprescription prod-
uct without age or point-of-sale restrictions.

Coverage and Conscience

The FDA’s approval of Plan B for OTC use
was praised by organizations promoting
the reproductive autonomy of women and
condemned by conservative groups on the
grounds that easier access to emergency
contraception would encourage more sex
outside of marriage and procreation. It has
also led to further legal action.

In June 2014, the Supreme Court ruled
in Burwell v. Hobby Lobby that family-run
Christian corporations such as the craft




store Hobby Lobby need not provide
employees contraception coverage—
including emergency contraception—under
the Affordable Care Act, (See Chapter 9
for more on the ACA.) The plaintiffs had
~argued for a partial exemption from the
ACA's coverage requirements, based on
their religious beliefs that contraceptives
such as the IUD and Plan B constituted
a4 form of abortion. Despite the growing
scientific consensus that neither of these
- methods prevents the implantation of
fertilized eggs, the ruling posed a setback
for those who advocate broader access to
emergency contraception,
Studlies also suggest that, despite FDA
regulations, as many as 20 percent of phar-
macies still refuse to allow adolescents to
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purchase emergency contraception over the
counter and an equal number do not keep

the drugs in stock. For these pharmacists, too,
the refusal is frequently cast as a matter of
religious conscience. If scientific evidence on
levonorgestrel and related drugs continues

to demonstrate that the drugs do not prevent
the implantation of blastocysts, some of this
reluctance may fade over time. There is also
substantial evidence that as much as 70 per-
cent of the American public does not see
fertilization versus implantation as a serious
moral issue. Nevertheless, opinions about
emergency contraception, like opinions about
abortion, are deeply rooted in beliefs about
sex, procreation, and personhood. Therefore
it is unlikely that the conflict over emergency
contraception will disappear any time soon.

The “Abortion Pill”: The Rise of Medication Abortion

Sandsa Ceone, as we'l call hér, become concemned ofter
looking o her colendar. She was fhirty-one vaars okd ond
ordinorily her menstruol cycie was as regulor os clock-
wotk. Becouse her period wos now ¢ week overdue, she
worried she might be pregnant.

The feeing wos fomilice, She hod two children al-
wody: six-yoor-old Jenaifer ond two-year-old Thomos.
She ond her husband Canl hed decided not 1o hove ony
moee kids. Thetr finances were fight ond Sy hod recently
sarted coring for Codd's eldery mofher in their home,
They hod ofreody ogreed tho! If the condoms shey used
Sor birth control evet faiked, they would Ioke steps 10 end
the pregnancy.

Sondro pald a visit 1o her gynacologist’s office fo
foke o pregnoncy lest, ond Ihe doy ofter tho! o nurse
proctitionar coliad fo inform her that Ihe tes! was posi-
1ive, She wos likely 10 be obou! two waeks pregnont,
Sondra exploined that she wanted to end the preg-
NONCY as 500N 4 possibie, and e nurse moda on
appointment for her 1o sé@ o doctor of 0 local women's
health clinic. There. Sondro discussed her decision with
Dr. Tino Merida, who aiso performed an ulfrasound %

condirm the date of Sondro’s pregnancy. The naxt day,
Sondra ond Corl returned 1o the clinic, whete Sondro
was given one bablal 10 swollow-—o 200-miligram
dose of the hoemone blockar méepristona (formerty
known as RU-486). She wos alse given a prescription
for 400 microgroms of the prosioglondin misoprostol,
to ba administered of home 1he next doy.

Just six howrs afSer letling he mesoprostol dissole
undar her 1ongue, Sondra begon 1o mpenence ulering
cromping and bieeding. Eventually, the lining of her
userus wos expelied, just 0s it would be in @ miscorrioge.
Sandro felt some pain, but the experience dllared litthe
from o heavy measiual peaind. ABer two days of res!, she
felt almost her usuol self ogain. Two weeks lober, she re-
turned % the clinic for an examination to confirm Ihat the
abortion was complede.

Sondra’s expanance oppears 10 be representative
of most medication obaetions In the United States. Al
though they usually involve mare discomdor than sur-
gica! obortions, serious complicotions are extremely
rare. Lk the vast majority of abortions (n the Uneled
Stotes, medication abodions foke ploce vary early in





