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On April 7, 2023, a federal judge in 
Texas suspended the U.S. Food and 
Drug Administration’s approval of 
mifepristone, an abortion drug.1 The 
judge’s order was unprecedented and 
threatened to jeopardize the integ-
rity of the FDA’s prescription drug 
regulation.2 The Supreme Court later 
intervened to keep mifepristone on 
the market pending further review.3 
Unless it is subsequently dismissed in 
strong terms, however, this litigation 
spells trouble for the FDA’s regula-
tory authority and the stability of the 
US drug approval process.

To our knowledge, the nationwide 
order issued by Judge Matthew Kac-
smaryk, a Trump appointee, marks 
the first time in history that a judge 
has reversed a drug approval over 
the FDA’s objections.4 After Judge 
Kacsmaryk issued an injunction 
suspending the FDA’s approval of 
mifepristone, the Fifth Circuit Court 

of Appeals issued another order 
upholding much of Kacsmaryk’s 
order.5  This included suspending the 
ability of a manufacturer of generic 
mifepristone to sell its FDA approved 
product, even though that company 
was not a party before the court. 

These orders sowed doubt on the 
ability of physicians to prescribe 
mifepristone to their patients.6 If the 
Supreme Court ultimately decides 
to support revocation of the FDA’s 
approval of mifepristone, millions 
of people would lose access to safe 
and effective abortion and miscar-
riage care;7 more people would carry 
unwanted pregnancies to term, wors-
ening already staggering and inequi-
table rates of maternal mortality in 
the US.8 

Judge Kacsmaryk’s decision to 
second-guess the FDA’s evaluation of 
the costs and benefits of a prescrip-
tion drug will have consequences 
for pharmaceutical innovation and 
patients’ access to lifesaving medi-
cations. In this new legal landscape, 
providers and patients cannot be 
certain that judges will not remove 
other drugs from the market. Could 
hormonal treatments for gender-
affirming care be next? What about 
oral contraceptives? The prospect of 
this uncertainty is not mere specu-
lation; in September 2022, another 
federal judge ruled that a law requir-
ing private insurers to cover preven-
tive medications proven to reduce the 
spread of HIV violated the rights of 
religious plaintiffs.9

Pharmaceutical firms, in turn, may 
not invest in medically beneficial 
drugs related to conditions that evoke 
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social controversy if they believe 
those drugs may be barred from 
sale nationwide due to hostile legal 
challenges. Introducing additional 
uncertainty about patients’ access to 
prescription drugs and firms’ ability 
to sell their products after regulatory 
approval would undermine a coher-
ent and consistent prescription drug 
ecosystem. 

Courts have a role in ensuring that 
the FDA follows its own rules and 
makes drug approval decisions on the 
basis of sound science. Eroding the 
FDA’s authority over drug approvals, 
however, undermines the very foun-
dations of this country’s drug market. 
Judge Kacsmaryk’s order is only the 
latest in a series of concerning legal 
challenges to the FDA’s expertise. In 

other lawsuits concerning the West 
Virginia legislature’s attempt to ban 
medication abortion, federal courts 
may soon grapple with the issue 
of whether states can place oner-
ous restrictions on the use of FDA-
approved drugs.10 Allowing states to 
ban medication abortion and other 
drugs would unduly limit patients’ 
health care options, creating a patch-
work of prescription drug access 
across US states and territories.11 

Other courts have recognized the 
dangers of going down this road. 
When Massachusetts attempted to 
ban the sale of a very potent opioid 
within its borders in 2014, a federal 
judge intervened. Judge Rya Zobel 

wrote that “[i]f the Commonwealth 
were able to countermand the FDA’s 
determinations and substitute its 
own requirements, it would under-
mine the FDA’s ability to make drugs 
available to promote and protect the 
public health.”12

Though a conflicting order from 
a federal judge in Washington State 
helped bring the mifepristone litiga-
tion before the Supreme Court in a 
timely manner, this may not be the 
case in the future.13 One option that 
has been proposed to protect the 
long-term stability of the U.S. pre-
scription drug ecosystem is for Con-
gress to prohibit judges from issuing 
nationwide injunctions that ban pre-
scription drugs.14 More fundamen-
tally, patients should not have to rely 

on drug manufacturers’ economic 
self-interest to protect their access to 
essential medicines. In this context 
and beyond, the federal government 
should step in to ensure the avail-
ability of medicines like mifepristone 
if or when drugmakers decide that 
fighting legal battles is not worth the 
cost to their bottom line. 

For now, the future of medication 
abortion depends on the Supreme 
Court allowing the FDA’s approvals 
of generic and brand mifepristone to 
remain intact. The FDA must be able 
to fairly regulate prescription drugs 
without interference from judges 
offering politically motivated inter-
pretations of the law. 
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Pharmaceutical firms, in turn, may not invest in 
medically beneficial drugs related to conditions 
that evoke social controversy if they believe those 
drugs may be barred from sale nationwide due to 
hostile legal challenges. Introducing additional 
uncertainty about patients’ access to prescription 
drugs and firms’ ability to sell their products after 
regulatory approval would undermine a coherent 
and consistent prescription drug ecosystem. 
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