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FDA eliminates key restriction on abortion pill as
Supreme Court weighs case that challenges Roe v.
Wade

The agency did away with a rule that required patients to pick up the drug at hospitals, clinics or doctors’
offices
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The Biden administration on Thursday ended a long-standing restriction on a medication used to terminate early stage
pregnancies, even as politicians across the United States intensified efforts that represent the most serious challenge to
abortion rights in decades.

The elimination of the rule by the Food and Drug Administration means abortion pills can be prescribed through
telehealth consultations with providers and mailed to patients in states where permitted by law. Previously, the pills
could not be mailed, though that regulation had been temporarily suspended by the FDA.

In large swaths of the nation, however, strict state rules will dampen the impact. Several states ban sending abortion
pills by mail and impose other restrictions.

The medication, mifepristone, was approved by the FDA in 2000 for what’s known as medication abortion. It is used
with a second drug, misoprostol. The FDA required patients to pick up mifepristone in person at a hospital, clinic or
medical office. There is no FDA requirement that the medication, also known as RU-486, be taken in a clinical setting,
and most patients take it at home.

In April, the FDA waived the in-person dispensing requirement during the pandemic, saying research showed the
action did not raise “serious safety concerns.” It then launched a scientific review to see whether restrictions on
mifepristone should be lifted permanently, with Thursday as the deadline.

The agency, writing to a medical group that had sued the FDA over the rule, said it was dropping the in-person
dispensing requirement “to minimize the burden on the health care delivery system” and “to ensure that the benefits of
the drug outweigh the risks.” The FDA did not give an effective date for the change.

The FDA decision comes as the battle over abortion rights in the United States heats up, with conservative legislatures
in states such as Texas passing laws sharply restricting abortion access. The Supreme Court is considering whether to
uphold a Mississippi law that violates a key precedent set in Roe v. Wade, the 1973 decision establishing abortion as a
fundamental right protected by the Constitution. The court’s decision on the politically charged issue could have far-
reaching implications for reproductive health and congressional elections next year and the presidential contest in
2024.
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The FDA left in place a requirement that prescribers register with the manufacturers, buy mifepristone ahead of time
and dispense the medication themselves — something that requires extra work and, abortion rights advocates say,
discourages some physicians from prescribing the drug. The agency also kept a requirement that patients sign an
additional consent form when receiving the drug and that dispensing pharmacies be certified.

Abortion rights groups, while praising the FDA change on in-person dispensing, expressed disappointment that the
agency did not get rid of the other restrictions. Antiabortion groups denounced the decision as jeopardizing safety.

Mifepristone is used to end pregnancies in more than 60 other countries, according to the FDA, including in at least 14
nations in Europe.

The two-drug combination for medication abortion consists of mifepristone, a drug that blocks the hormone
progesterone, which is needed for pregnancy, and misoprostol, which empties the uterus. The medication is approved
as safe and effective for use in the first 10 weeks of pregnancy, although it is sometimes used “off label” after that.

Mifepristone, known by the brand name Mifeprex, is made by Danco Laboratories. A generic version is made by
GenBioPro.

In 2017, 339,640 patients received medication abortions — about 39 percent of all abortions that year, according to
data collected by the Guttmacher Institute, a nonprofit research center based in New York and Washington that
supports abortion rights. The FDA estimates that 3.7 million women took the medication between 2000 and 2018.

Coverage by health insurance varies widely. Many health plans that cover surgical abortion also pay for abortion drugs,
according to Danco. Some states restrict private plan coverage of surgical and medication abortions, while a few states
require private insurers to cover them. Medicaid rarely covers the drug; the Hyde Amendment bars using federal
dollars for abortion except in cases of rape, incest or when a mother’s life is in danger. Some states use their own
money to cover abortion medication through Medicaid, but others do not pay for it even when a pregnancy results
from rape or incest.

Abortion rights advocates called the FDA’s lifting of restrictions long overdue — and right on time.

“With Roe v. Wade hanging by a thread, it is especially urgent that the federal government do everything in its power
to expand access to this medication,” said Julia Kaye, a staff attorney for the American Civil Liberties Union, which
sued the FDA over the restrictions on behalf of abortion providers and medical groups.

Kaye said there is no reason to treat mifepristone differently than other prescription drugs and that the in-person
pickup requirement imposed a significant burden.

“Women have to arrange for transportation and child care, take off work,” Kaye said. The change “will allow many
patients to access care earlier with fewer burdens and costs.”

Antiabortion groups decried the FDA step.

“The further along in the pregnancy that you use the pills, the greater the complications, the greater the failure rate
and then the greater opportunity to get infected or end up in the emergency room,” said Susan Liebel, state director for
the Susan B. Anthony List, an antiabortion group.

Mifepristone may be less effective later in pregnancy, but it is highly effective if used within the first 10 weeks of
pregnancy as authorized by regulators. The risk of infection after taking mifepristone is very low, according to the FDA.

Liebel and other antiabortion activists argued that an in-person visit with a physician is essential because some rare
conditions can result in complications after a medication abortion, and those conditions may not be discovered during
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a telehealth consultation. They say ultrasounds could detect extremely rare ectopic pregnancies, in which the fertilized
egg implants outside of the uterus, which can be life-threatening.

In 2019, the American Association of ProLife Obstetricians and Gynecologists petitioned the FDA to strengthen the
safety rules and to beef up reporting requirements for complications.

Donna Harrison, chief executive officer of the group, said the FDA does not have an accurate view of complication
rates. “So to say that distribution without medical supervision is safe — that is ridiculous,” she said.

But a recent study that reviewed medication abortions in Canada after mifepristone became available with a normal
prescription in 2017 showed that adverse events and complications remained stable, compared with the period when
mifepristone was available only under restriction. Groups including the American College of Obstetricians and
Gynecologists and the American Medical Association called for the end of restrictions on the drug.

The FDA says that adverse events after taking the medication are rare. Among the estimated 3.7 million patients who
took the pill between 2000 and 2018, there have been 24 deaths, with two linked to ectopic pregnancies, according to
data collected by the FDA. The agency determined that those deaths cannot be causally attributed to mifepristone
because of other health conditions and concerns. The agency also reported 412 infections, with 69 qualifying as severe,
among patients who took mifepristone through 2018.

Loosening the federal restrictions will not change abortion access in many states with stricter regulations on the pills.
Nineteen states have banned receiving the drugs through telehealth appointments, making the relaxed FDA rules
irrelevant in places including Alabama, Arizona and Missouri. Some states impose other limitations on medication
abortion, including allowing only physicians to prescribe the drug and mandating that patients take the pills under a
doctor’s supervision rather than at home.

As federal officials have moved to ease restrictions on the drug, many states have tightened access. At least 16 states
have proposed new restrictions on medication abortions this year, said Elizabeth Nash, state policy analyst for the
Guttmacher Institute.

“State legislatures have been watching very carefully what happens at the federal level,” Nash said.

The highest-profile limitations were enacted in Texas, where lawmakers made it a felony to provide abortion pills after
seven weeks of pregnancy and outlawed sending the drugs through the mail. Texas also banned nearly all abortion
within the state by making any form of abortion illegal after about six weeks of pregnancy, though that law is being
challenged in the courts.

The differing rules have the potential to widen disparities in abortion access, Nash said.

“Access looks very different depending on where you live,” Nash said. “Abortion access will continue to be very limited
in states in the South, in the Plains and in the Midwest, and more accessible in states along the West Coast and the
Northeast. … That’s problematic in and of itself, and could become an even bigger divide.”

When mifepristone was approved by the FDA, the agency imposed safety rules because there was limited clinical data
from the United States, according to Jane E. Henney, who was agency commissioner at the time.

In a 2019 opinion article in the New England Journal of Medicine, Henney and Helene D. Gayle, a public health expert
who co-chaired a National Academies of Science, Engineering, and Medicine review of medication and surgical
abortion, urged the FDA to drop the restrictions as outmoded.
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The federal restrictions have been the target of legal action for years. In 2017, the ACLU, on behalf of a group of health
providers, filed a legal challenge saying the safety requirements were unnecessary. In 2020, the American College of
Obstetricians and Gynecologists and another group sued the agency to compel it to waive the in-person dispensing
requirement during the pandemic. Acting on that suit, a federal judge in 2020 agreed the rule was unduly burdensome
and barred the FDA from enforcing it. But in January 2021, the Supreme Court agreed with the Trump administration,
which reinstated the rule.

Democrats in Congress have been pressing the FDA for years to get rid of the restrictions on mifepristone.

“Needless restrictions are making it harder for women to access the care they need,” Rep. Diana DeGette (D-Colo.) said
in a statement in August, when more than 70 House members called on the FDA to act.

Restrictive state laws are spurring an increase in some areas of what’s known as “self-managed abortions” in which
patients buy illegal medication on the Internet and terminate pregnancies without interacting with the health-care
system.

While some see this as a dangerous trend, others say the situation is sharply improved from decades earlier — because
of the abortion pills.

Abigail Aiken, assistant professor of public affairs at the University of Texas at Austin, said she is often asked whether
the country is headed to “back-alley abortions and infections” if Roe v. Wade is struck down.

“One of the things we have that we didn’t have in the ’60s and ’70s is access to abortion pills that are very safe, very
effective if you have the right instructions,” Aiken said. “Self management is a safety net. And it’s also an ability to take
your health care into your own hands when the state legislature is trying to block access.”
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