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States May Restrict Abortion Drugs
Thomas Jipping and Sarah Parshall Perry

A growing majority of abortions are now 
the result of drugs rather than surgery.

KEY TAKEAWAYS

Federal law is presumed not to preempt 
the states’ police powers, including 
regulation of the medical profession and 
restricting or prohibiting abortion.

FDA approval means that a prescription 
drug may be marketed, not that it must 
be marketed or that states may not 
require additional safety measures.

For more than 250 years, since long before inde-
pendence, American law protected human 
beings in the womb by increasingly restricting 

abortion. Local legislatures began to do so in the early 
18th century,1 and under the common law, “abortion…
was regarded as unlawful and could have very serious 
consequences at all stages” of pregnancy.2 State legis-
latures began to pass pro-life laws in 1821,3 and nearly 
every state had done so by 1859, less than a decade 
before ratification of the Fourteenth Amendment. 
That year, the American Medical Association called 
on state legislatures to prevent the “unwarrantable 
destruction of human life” by prohibiting abortion.4

By 1973, most states prohibited abortion except to 
save the mother’s life, and a handful that had mod-
ified their laws during the previous decade allowed 
abortion only for narrow reasons or only in early preg-
nancy.5 In Roe v. Wade, however, the Supreme Court of 
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the United States held for the first time that the Due Process Clause of the 
Fourteenth Amendment protected a woman’s right to decide “whether or 
not to terminate her pregnancy.”6 The Court’s rules for implementing this 
right rendered unconstitutional the pro-life laws of all 50 states.

According to data from the Centers for Disease Control and Prevention,7 
the number of abortions performed annually in the United States increased 
by nearly 80 percent in the five years after Roe v. Wade. Despite the deci-
sion and the surge in abortions, however, states continued their legislative 
efforts to protect human beings before birth, and cases challenging pro-life 
laws continued to come before the Supreme Court. In Planned Parenthood v. 
Casey,8 the Court in 1992 reaffirmed Roe’s “central holding” that a woman has 
a constitutional right “to choose to have an abortion before viability.”9 Three 
decades later in Dobbs v. Jackson Women’s Health Organization, a case chal-
lenging a Mississippi ban on most abortions after 15 weeks of pregnancy, the 
Supreme Court overruled both Roe and Casey, holding that “the Constitution 
does not confer a right to abortion.”10 The “authority to regulate abortion,” 
Justice Samuel Alito wrote for the majority, “must be returned to the people 
and their elected representatives.”11 With the Supreme Court’s blockade lifted, 
legislatures are pursuing this goal in both traditional and new ways.

Under the Tenth Amendment, states have all powers that are not “dele-
gated to the United States by the Constitution, nor prohibited by it to the 
States.”12 These state powers include what is often referred to as a general 

“police power” to provide for “[p]ublic safety, public health, morality, peace 
and quiet, [and] law and order.”13 Relevant to the subject of this Legal 
Memorandum, the states’ police power also includes both regulating the 
medical profession by proscribing certain procedures or setting standards 
for performing them14 and regulating, restricting, or prohibiting abortion. 
A pro-life law, the Supreme Court held in Dobbs, is constitutional “if there 
is a rational basis on which the legislature could have thought that it would 
serve legitimate state interests.”15

Much has changed, however, in the decades since 1973. Not only is the 
annual number of abortions in the United States on the rise after a 35-year 
decline,16 but a growing majority of those abortions result from drugs 
rather than surgery.17 In fact, abortion advocates often refer approvingly 
to “self-managed abortion.”18 As a result, states seeking to protect human 
life before birth face a new challenge. While reserving broad powers to 
the states, the Constitution also provides that “the Laws of the United 
States which shall be made in Pursuance [of the Constitution]…shall be 
the supreme Law of the Land…any Thing in the Constitution or Laws of 
any State to the Contrary notwithstanding.”19 This provision is the basis 
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for the legal doctrine of federal preemption, the principle that “federal law 
supersedes conflicting state laws.”20 The preemption issue is relevant today 
because the U.S. Food and Drug Administration (FDA) has concluded that 
mifepristone and misoprostol, the drugs used for abortion, are “safe and 
effective” under certain conditions and therefore may be marketed.

As of July 2022, 33 states allowed only physicians to prescribe abortion drugs,21 
and 19 of these states also required that abortion drugs be dispensed in person 
rather than delivered through the mail.22 Two states prohibit chemical abortions 
directly: Texas at seven weeks and Indiana at 10 weeks. As the Congressional 
Research Service notes, “a state’s ability to restrict or prohibit access to these 
drugs may solely depend on the interplay between state and federal law.”23

Within hours of the Supreme Court’s overruling of Roe and Casey, Attor-
ney General Merrick Garland issued a statement disagreeing with the 
decision, asserting that “the FDA has approved the use of the medication 
Mifepristone. States may not ban Mifepristone based on disagreement with 
the FDA’s expert judgment about its safety and efficacy.”24 His statement, 
however, suggested that states may restrict or even ban abortion drugs 
based on other justifications or authority.

This Legal Memorandum addresses whether FDA approval of abortion 
drugs preempts state laws restricting or prohibiting them. The context for 
examining this specific question includes a review of federal drug regula-
tion in general, the development of abortion drugs, and basic preemption 
principles. This analysis will apply those principles to conclude that no real 
preemption conflict exists and that, exercising their traditional powers to 
regulate the medical profession and to restrict or prohibit abortion, states 
may also restrict or prohibit abortion drugs.

Federal Drug Regulation

Statutes. Both the statutes that provide the structure for federal drug 
regulation and the FDA regulations that implement them carry out the 
FDA’s mission of “assuring Americans that the medicines they use do no 
harm and actually work—that they are, in other words, safe and effective.”25 
To that end, federal law prohibits introducing a prescription drug lacking 
such FDA approval into interstate commerce at all.26

 l The Pure Food and Drug Act, enacted in 1906,27 prohibited the inter-
state commerce of “any article of food or drug which is adulterated or 
misbranded,”28 but it did not require evidence of safety or effectiveness 
as a condition for marketing.29
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 l The Federal Food Drug and Cosmetic Act (FFDCA),30 enacted 
in 1938, established the FDA and is the statutory foundation for its 
current operation. It required evidence of a drug’s safety before it 
could be marketed.31

 l The Kefauver–Harris Drug Amendments, enacted in 1962, added 
the requirement of demonstrated effectiveness.32

The FDA does not opine generally about a drug’s relative safety or efficacy 
in the abstract. A “foundational principle” of the FDA is that “a drug may be 
approved only if an applicant establishes the product to be safe and effective 
for its proposed indication and under the proposed conditions of use”33 so 
that it may enter interstate commerce. In other words, the FDA’s conclu-
sion regarding a drug’s safety and effectiveness “sets a regulatory floor,”34 
a threshold standard of safety and effectiveness, for the specific purpose of 
allowing a particular drug to enter or remain on the market.

Application and Approval Process. The FFDCA places the burden 
on a drug’s manufacturer to provide “substantial evidence” of safety and 
effectiveness “under the conditions of use prescribed, recommended, or 
suggested in the labeling or proposed labeling thereof.”35 The process 
begins with filing an investigational new drug application with the FDA36 
that includes information on animal testing and a proposed design for a 
clinical study involving humans. If those clinical trials are successful, the 
manufacturer will submit a new drug application, which contains the clin-
ical trial results as well as information about the manufacturing process 
and facilities, product description, and labeling.37 When reviewing a new 
drug application, the FDA considers whether the drug is “safe and effective 
in its proposed use,” the “proposed labeling…is appropriate,” and the man-
ufacturing process is adequate to maintain the drug’s quality and purity.38

In the 1980s, the FDA began to develop additional, more targeted risk 
management programs that included specific restrictions on the use of 
particular drugs.39 In 1992, the FDA issued regulations for this purpose, 
allowing restrictions on a drug’s marketing and use such as limiting dis-
tribution to certain facilities or to physicians with specific training.40 The 
FDA Amendments Act of 2007 then gave the agency statutory authority to 
determine whether, in addition to “routine risk minimization measures,”41 
a formal “risk evaluation and mitigation strategy [REMS] is necessary to 
ensure that the benefits of the drug outweigh the risks of the drug.”42 Drugs 
with additional safety restrictions imposed before 2007 were “deemed to 
have in effect an approved [REMS]” until an actual REMS was approved.43
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The FDA website explains that a REMS is “a drug safety program that 
the [FDA] can require for certain medications with serious safety concerns…. 
While all medications have labeling that informs health care stakeholders 
about medication risks, only a few medications require a REMS.”44 These 
safety measures go “beyond FDA-approved professional labeling” and 
may result in approval of drugs “that otherwise may have been kept off the 
market due to safety risks.”45

Abortion Drugs

Development of RU-486. In 1980, the pharmaceutical company Rous-
sel Uclaf synthesized the drug mifepristone, which ends a pregnancy by 
blocking the hormone progesterone that is necessary for a fertilized egg to 
attach to the uterine wall. Adding part of the drug’s serial number to the 
company’s initials produced the familiar name RU-486. The FDA approved 
the drug for clinical trials in 1983, but six years later, Roussel Uclaf stopped 
providing the drug for abortion in the United States.46 In June 1989, based on 
concerns about the drug’s possible health risks and use without physician 
supervision, the FDA prohibited the importation of RU-486 for personal 
use by placing the drug on its import alert list.47

The Population Council, which had been granted the right to market 
RU-486 in the United States, submitted a new drug application to the 
FDA on March 18, 1996,48 and the FDA’s advisory committee concluded in 
July that “it is safe and effective as an abortifacient when used under close 
medical supervision.”49 The need for such close supervision was widely 
accepted. In a June 23, 2000, Washington Post op-ed, abortion advocate 
Judy Mann noted: “All parties seem to agree that providers need spe-
cific training in how to administer this drug, counsel patients on its use 
and provide surgical backup in case there are complications or the drug 
fails to work.”50

Approval of Mifeprex. Three months later, the FDA approved RU-486 
as Mifeprex, the trademark of manufacturer Danco Laboratories, as a 
method of abortion during the first seven weeks of pregnancy.51 From the 
start, the FDA subjected Mifeprex to its more rigorous safety restrictions. 
It was, for example, one of only nine drugs requiring additional restrictions 
under the FDA’s pre-2007 regulatory standards.52 Although the FDA “only 
rarely…place[s] restrictions on how a drug can be used by doctors,”53 it did 
so for Mifeprex.54 It could not be obtained, for example, through a phar-
macy but had to be dispensed “directly in a physician’s office, and it must 
be administered in the presence of a health professional.”55
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After passage of the FDA Amendments Act, mifepristone was initially 
deemed to have an approved REMS in effect.56 The FDA approved a formal 
REMS on June 8, 2011, affirming that additional restrictions were neces-
sary “to ensure that the benefits of the drug outweigh the risks of serious 
complications.” These restrictions included Elements to Assure Safe Use 
(ETASU),57 which provided that prescribing physicians must be “spe-
cially certified” and that mifepristone may be dispensed “only in certain 
health care settings…by or under the supervision of a specifically certified 
prescriber.”

The FDA also issued a Medication Guide outlining how a patient should 
take the abortion drug combination. After a physical exam, a patient takes 
mifepristone in her provider’s office and two days later, if still pregnant, 
returns to the office to take misoprostol. Two weeks after this process begins, 
the patient must return for a “very important” follow-up visit to ensure that 
the “pregnancy has completely ended.”58

The FDA has modified the 2011 Mifeprex REMS three times.

 l March 2016: The agency extended Mifeprex use to the first 10 weeks 
of pregnancy, continued the requirement that the drug “be dispensed 
in person to patients” only in certain clinical settings, and removed the 
requirement that the patient take mifepristone in a physician’s office.59

 l April 2019: The FDA approved a generic version of Mifeprex, manu-
factured by GenBioPro,60 kept the 2016 REMS terms, but converted it 
to a shared REMS applying to both brand and generic versions.61

 l December 2021: It permitted Mifeprex to be dispensed by certi-
fied pharmacies.

The most recent REMS revision did not occur in a vacuum. In May 2020, 
the American College of Obstetricians and Gynecologists (ACOG), which 
already opposed the in-person dispensing requirement for mifepristone, 
sued the FDA to lift it in light of the expanding COVID-19 pandemic.62 The 
FDA was taking steps to “allow patients to forego unnecessary in-person 
visits,”63 and declining to do so for mifepristone, ACOG argued, violated 
the rights of privacy and equal protection that, according to ACOG, were 
protected by the Fifth Amendment.64

On July 13, 2020, the U.S. District Court for the District of Maryland 
granted a preliminary injunction against the in-person dispensing require-
ment for mifepristone.65 The district66 and appeals67 courts denied the 
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request for a stay, and the Supreme Court first held the stay application in 
abeyance68 before granting the injunction on January 12, 2021. Concurring 
in that result, Chief Justice John Roberts wrote that because of the defer-
ence courts owe to “politically accountable entities” with responsibility 
for public health, there was an insufficient basis “for the District Court to 
compel the FDA to alter the regimen for medical abortion.”69

That decision, however, had already been overtaken by political events. 
The 2020 election replaced a pro-life Administration with one seeking to 
advance abortion rights, including by promoting the availability of abortion 
drugs. The Biden Administration accomplished this goal in two steps.

 l In April 2021, the FDA announced that it would not enforce the 
in-person dispensing requirement because “a clinic visit solely for this 
purpose” may present “additional COVID-related risks to patients and 
healthcare personnel.”70

 l In December 2021, without any reference to the pandemic, the FDA 
formally modified the shared REMS for mifepristone by removing the 
in-person dispensing requirement.

In summary, the FDA’s approval identifies the point at which a drug’s 
benefits exceed its risks for intended use in a manner that justifies allow-
ing it to enter interstate commerce. The FDA approved mifepristone in 
2000 under significant restrictions, including in-person prescribing and 
dispensing by physicians and in-person use by patients. Those restrictions 
remained in effect under both regulatory and statutory risk management 
regimes and have been relaxed only in the past several years. Even then, 
the restrictions have most recently been relaxed under changed political 
circumstances, after judicial intervention, and only under COVID-19 pan-
demic conditions.

Preemption Basics

Preemption Principles. The Constitution’s general rule that federal 
law supersedes conflicting state law does not identify the actual situations 
requiring federal preemption. Supreme Court precedents, however, offer 
several relevant guidelines.

1. “Congress has the power to preempt state law,”71 and the “purpose of 
Congress is the ultimate touchstone” in preemption cases.72
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2. “[F]ederal law should not be read to preempt state law ‘unless that is 
the clear and manifest purpose of Congress.’”73

3. This general presumption against preemption is stronger when the 
“‘historic police powers of the States’,”74 such as regulating the medical 
profession,75 are involved.

4. As a result, “the presumption [is] that state or local regulation of 
matters related to health and safety is not invalidated under the 
Supremacy Clause.”76

5. Therefore, with Roe v. Wade overruled, the states may again exercise 
their traditional police power to restrict or prohibit abortion.77

The Constitution provides for both federalism and federal preemption, 
and these principles are necessary to keep them properly balanced. More 
specifically, these preemption principles help to avoid, as the Supreme 
Court has warned, “an overbroad view of an agency’s power to pre-empt 
state law.”78 Such an overbroad view may be less tempting in cases of express 
preemption, when Congress has stated its preemptive purpose in the text of 
a statute, than it is in cases of implied preemption, where Congress’s purpose 
must be inferred.79

Express Preemption. “There is no doubt that Congress may withdraw 
specified powers from the States by enacting a statute containing an express 
preemption provision.”80 The Employment Retirement Income Security 
Act (ERISA), for example, states that its requirements for employee ben-
efits plans “shall supersede any and all State laws insofar as they may now 
or hereafter relate to any employee benefit plan.”81 The Federal Railroad 
Safety Act expressed Congress’s purpose in a different way, allowing states 
to enact laws related to railroad safety until the federal government adopted 
regulations “covering” or “substantially subsuming” the subject matter of 
such laws.82 Congress has also expressly prohibited state requirements that 
are “in addition to, or different from” federal requirements.83

The presumption against preemption is not generally relevant in cases of 
express preemption because Congress’s purpose in this context is discerned 

“from a statute’s text.”84 In these cases, the courts will “tak[e] Congress at 
its word” and “giv[e] its words their ordinary, fair meaning.”85

Implied Preemption. Courts have recognized two ways by which fed-
eral law can preempt state law in the absence of such an express statutory 
instruction: field preemption and conflict preemption.
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Field preemption can occur “when a pervasive scheme of federal regulation 
implicitly precludes supplementary state regulation.”86 This can be “a field 
in which the federal interest is so dominant that the federal system will be 
presumed to preclude enforcement of state laws on the same subject.”87 Such 
fields include nuclear safety, construction and maintenance of tanker ves-
sels, and the sale of natural gas in interstate commerce.88 In Arizona v. United 
States,89 for example, the Supreme Court held that “the Federal Government 
has occupied the field of alien registration”90 and that a federal statute requir-
ing that “aliens carry proof of registration”91 preempted an Arizona law that, 
in effect, “add[ed] a state-law penalty for conduct proscribed by federal law.”92

In Ray v. Atlantic Richfield Co.,93 the Supreme Court held that the fed-
eral Ports and Waterways Safety Act94 preempted a Washington state law 
regulating navigation of oil tankers in Puget Sound, including the require-
ment that tankers have a local pilot on board. The Court acknowledged the 

“‘assumption that the historic police powers of the States were not to be 
superseded…unless that was the clear and manifest purpose of Congress.’”95 
Supreme Court precedents had long established that the federal govern-
ment has exclusive authority to regulate pilots on vessels engaged in trade 
along the west coast. The State of Washington eventually conceded that the 
state and federal laws were indeed in direct conflict.96

In California v. Federal Energy Regulatory Commission,97 the Supreme 
Court held that the Federal Power Act (FPA) preempted California state 
regulation of minimum stream flow related to hydroelectric power plants. 
The FPA has a provision suggesting that it should not “be construed as 
affecting or…interfer[ing] with” state laws “relating to the control, appro-
priation, use, or distribution of water used in irrigation or for municipal or 
other uses.”98 In 1946, however, the Supreme Court interpreted this provi-
sion to apply only to uses “of the same nature as those relating to the use 
of water in irrigation or for municipal purposes.”99 Since California did not 
seek to regulate stream flow for such purposes, there remained the FPA’s 
creation of “a highly complex and long-enduring regulatory regime”100 in 
which “Congress clearly intended a broad federal role in the development 
and licensing of hydroelectric power.”101

Conflict preemption can occur when “compliance with both federal and state 
regulations is a physical impossibility”102 or when a state law “stands as an 
obstacle to the accomplishment and execution of the full purposes and objectives 
of Congress.”103 Just as conflict preemption derives by inference rather than 
from statutory text, identifying an “obstacle” requiring preemption is a more 
subjective exercise than assessing “impossibility.” The preemption principles, 
while always important, are therefore especially so in this latter category.
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The Supreme Court has upheld federal preemption where there was a 
direct conflict between federal and state laws that set different rules on the 
same specific subject. In Viking River Cruises, Inc. v. Moriana,104 for exam-
ple, the Supreme Court held that the Federal Arbitration Act, which allows 
parties to agree on claims that will be subject to arbitration, preempted a 
California law that effectively required arbitration for certain claims. The 
Court applied “ordinary pre-emption principles” in Barnett Bank of Marion 
County, N.A. v. Nelson105 to conclude that a 1916 federal law allowing certain 
national banks to sell insurance in small towns preempted a 1974 Florida 
law prohibiting them from doing so.

Zogenix v. Patrick106 directly addressed whether FDA approval of a drug 
preempts state regulation. In 2014, then-Massachusetts Governor Deval 
Patrick declared a public health emergency to address the burgeoning opioid 
epidemic. Acting under this declaration, the state health commissioner 
prohibited the prescribing and dispensing of Zohydro ER, a hydrocodone 
analgesic, until an alternative “abuse-resistant formulation” of Zohydro 
had been created, which would require the company to “return to the FDA 
and seek approval of a drug different from the one the FDA has already 
deemed safe.”107 The U.S. District Court concluded that this amounted to 
Massachusetts “countermand[ing] the FDA’s determination” and “inter-
pos[ing] its own conclusion about Zohydro ER’s safety and effectiveness.”108 
Its actions were, as Attorney General Garland put it after the Dobbs decision, 

“based on disagreement with the FDA’s expert judgment about its safety 
and efficacy.”109

In other words, the FDA said that Zohydro could be marketed because it 
met the FDA’s standards for safety and effectiveness, while Massachusetts 
said that it could not marketed until it met not only a different standard, 
but also one that actually required production of a different drug. The court 
put the issue this way:

Wyeth [v. Levine] assumed the availability of the drug at issue and analyzed 

whether stronger state labeling requirements obstructed the FDA's objec-

tives. Here, the obstruction is clearer because the drug Massachusetts wants 

Zogenix to adopt—Zohydro ER with an “abuse-resistant formulation”—has not 

been approved by the FDA. To satisfy the Commonwealth, Zogenix would be 

required to return to the FDA and seek approval of a drug different from the 

one the FDA has already deemed safe.110

In Wyeth v. Levine,111 a state court jury awarded damages to a plaintiff 
who alleged that a drug manufacturer had failed to warn of certain risks. 



 November 17, 2022 | 11LEGAL MEMORANDUM | No. 316
heritage.org

The manufacturer argued that the FDA’s approval of the drug’s labeling 
presented an “actual conflict” and that the suit should therefore be dis-
missed. The Vermont Supreme Court held that the jury’s verdict did not 
conflict with the FDA’s approval because that approval “create[s] a floor, 
not a ceiling, for state regulation.”112

The conflict in Wyeth was over the FDA’s specific substantive judgment 
regarding the actual content of the drug’s labeling. In other words, it was a 
much more “direct and positive” conflict with the FDA than state laws that 
add to the bottom-line safety measures required for FDA approval of abor-
tion drugs. Even with such a direct conflict, however, the U.S. Supreme Court 
rejected the manufacturer’s implied preemption arguments and affirmed 
the Vermont Supreme Court. Writing for the majority, Justice John Paul 
Stevens emphasized as one of the “cornerstones of our pre-emption juris-
prudence”113 the presumption, noted above, that “the historic police powers 
of the States were not to be superseded by the Federal Act unless that was 
the clear and manifest purpose of Congress.”114

The Court not only agreed that FDA approval sets a regulatory floor for 
safety and effectiveness, but also rejected the idea that FDA approval sets 
a ceiling. In fact, Justice Stevens wrote, the FDA itself “cast federal label-
ing standards as a floor upon which States could build…. It further noted 
that, in establishing ‘minimal standards’ for drug labels, it did not intend 
to ‘preclude the states from imposing additional labeling requirements.”115

Application and Analysis

Informed by these principles, the question is whether it is the “clear 
and manifest purpose of Congress”116 that FDA approval of abortion drugs 
preempt state laws restricting them. On the federal side of the equation, 
the answer begins with the FFDCA’s text. “As it enlarged the FDA’s powers…
Congress took care to preserve state law.”117 The 1962 Kefauver–Harris 
Amendments, for example, added language requiring a “direct and positive 
conflict” to preempt a state law regarding drug labeling.118 That preemption 
provision, however, applies only to medical devices, not to drugs.119

The Supreme Court emphasized this point in Riegel v. Medtronic.120 “Con-
gress,” Justice Antonin Scalia wrote in his majority opinion, “could have 
applied the pre-emption clause to the entire FDCA. It did not do so, but 
instead wrote a pre-emption clause that applies only to medical devices.”121 
Basic canons of statutory construction counsel that when the legislature 
includes language in one provision, its exclusion of that language from 
another is intentional and purposeful.122 Citing Riegel, the Court in Wyeth 
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characterized Congress’s decision not to apply preemption language in 
the FFDCA to drugs as “powerful evidence that Congress did not intend 
FDA oversight to be the exclusive means of ensuring drug safety and 
effectiveness.”123

The suggestion of implied preemption fares no better than the absence of 
express preemption. Two factors are important at this point in the analysis.

First, as explained above, the general presumption against preemption 
is stronger in situations involving the states’ police powers. As Professor 
Patricia Zettler writes, “state laws governing pregnancy termination drugs 
are generally medical practice laws, limiting how practitioners may pre-
scribe the drug.”124 Medical practice laws fall squarely within the states’ 
general police powers, including regulating125 the practice of medicine,126 
that the Supreme Court has repeatedly held federal regulation is pre-
sumed not to preempt. The Supreme Court held more than a century ago 
that it was already “too well settled to require discussion at this day that 
the police power of the State extends to the regulation of certain trades 
and callings, particularly those which closely concern the public health. 
There is perhaps no profession more properly open to such regulation than 
that which embraces the practitioners of medicine.”127 That presumption 
stands unrebutted by any evidence that Congress intended the requirement 
of FDA approval for marketing prescription drugs to preempt the states’ 
police powers.

Second, clarity about the federal and state actions shows that they are 
simply not in conflict. As explained in this Legal Memorandum, the FFDCA 
prohibits prescription drugs from entering interstate commerce without 
FDA approval. That approval sets a minimum standard of safety and effec-
tiveness, the point at which the benefits outweigh the costs. The fact that 
an FDA-approved drug may be marketed, however, does not mean that it 
must be marketed or may only be marketed in the manner that the FDA has 
approved. In Wyeth, the Supreme Court expressly rejected the argument 
that the FFDCA “established both a floor and a ceiling for drug regulation.”128 
As noted above, the Court held that, by establishing minimum standards 
for introduction into interstate commerce, “[the FDA] did not intend to 

‘preclude the states from imposing additional… requirements.’”129

In 2016, the FDA revised mifepristone’s REMS so that it would no longer 
require in-person prescribing or dispensing in specific clinical settings. If 
FDA approval of abortion drugs preempted state laws, mifepristone’s REMS 
would constitute the exclusive conditions under which it could be marketed. 
This would directly contradict the Supreme Court’s holding in Wyeth that 
FDA approval need not be “the exclusive means of ensuring drug safety and 
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effectiveness.”130 Again, that approval “sets a regulatory floor,”131 a threshold 
for a drug entering or remaining on the market, a foundation upon which 
states can exercise their reserved powers to ensure public safety and to 
regulate the medical profession.

A state law that allowed the marketing of abortion drugs that failed to 
meet the FDA’s approval standard for safety and effectiveness would pose 
a clear conflict and require federal preemption. State laws that “impos[e] 
additional…requirements,” however, do not. State laws that impose such 
requirements do not challenge the FDA’s standard, or its conclusion, for 
allowing abortion drugs on the market. They simply set a higher safety 
standard—one that the FDA itself had long imposed—for those drugs.

In fact, the Supreme Court has explicitly acknowledged that the states’ 
power to regulate the medical profession includes the very kinds of restric-
tions that states are imposing on abortion drugs today.132 The “Constitution 
gives the States broad latitude to decide that particular [medical] functions 
may be performed only by licensed professionals, even if an objective assess-
ment might suggest that those same tasks could be performed by others.”133 
These are the very restrictions that states today are applying to abortion 
drugs. While the right to abortion created in Roe and maintained in Casey 
tilted the balance against the states, Dobbs tilts that balance back in their 
favor134 by overruling those precedents.135

As noted, the FDA evaluates whether prescription drugs are safe and 
effective for their proposed use. In the case of abortion drugs, that proposed 
use is the termination of pregnancy and is focused exclusively on the preg-
nant woman. State restrictions on abortion drugs, however, not only set a 
safety standard regarding the mother that is above the FDA floor, but also 
seek to reduce the number of human beings killed by those drugs in the 
womb. Since Dobbs, that objective is wholly within the states’ police power.

The California Court of Appeals has put it this way: “As far as the [FFDCA] 
is concerned, it would be more accurate to say that the act evidences, far 
from implied preemption, an instance of implied nonpreemption.”136 Other 
federal statutes go even further. It is a federal crime, for example, to use 
the U.S. mail, a common carrier, or an “interactive computer service” to 
convey or deliver in interstate commerce any “thing which is advertised in 
a manner calculated to lead another to use or apply it for producing abor-
tion”137 or that is “designed, adapted, or intended for producing abortion.”138

Preemption Case Study: GenBioPro v. Dobbs. While, as noted above, 
federal courts have addressed FDA approval of medical devices and drugs 
unrelated to abortion, none has yet to rule on the preemption question 
addressed in this Legal Memorandum. However, in a case of first impression, 
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the manufacturer of generic mifepristone sued Mississippi139 over its law 
restricting the abortion drug. The Women’s Health Defense Act of 2013140 
seeks to “[p]rotect women from the dangerous and potentially deadly use 
of abortion-inducing drugs when administration of the drugs does not meet 
the standard of care” and to “[e]nsure that physicians meet the standard of 
care when giving, selling, dispensing, administering or otherwise providing 
or prescribing abortion-inducing drugs.”141 To that end, the law restricts who 
may prescribe and administer mifepristone and the circumstances in which 
they may do so. Like the laws in other states, Mississippi’s restrictions in 
large part mirror those once imposed by the FDA itself.

GenBioPro contended that these state limitations conflict with the 
FDA’s determination that mifepristone is safe and effective for purposes of 
entering interstate commerce. While GenBioPro relied heavily on Zogenix 
v. Patrick,142 the state even in that case was not prohibited from regulating 
certain aspects of the drug’s distribution. Mississippi argued that agreeing 
with the manufacturer would not only preempt this state law, but also effec-
tively neutralize a state’s constitutional authority to regulate the medical 
profession and to restrict abortion.143 Overruling Dobbs expanded rather 
than cut back states’ authority to do so, Mississippi argued, and Congress 
has never displaced their authority to regulate the distribution of medi-
cations. Significantly, on August 18, 2022, less than two months after the 
Supreme Court returned authority over abortion to the people and their 
elected representatives, GenBioPro filed a notice of voluntary dismissal of 
its lawsuit.

Conclusion

The Constitution reserves to the states the powers to protect public 
health, regulate the medical profession, and restrict abortion. At the same 
time, it provides that federal law supersedes conflicting state law. With 
abortions once again on the rise, and with a growing majority of them 
involving drugs rather than surgery, states are enacting laws to prohibit 
abortion drugs or restrict how they may be used. Since those abortion drugs 
are regulated by the FDA, the question is whether FDA approval of abortion 
drugs presents a conflict with state laws that only federal preemption can 
resolve. The answer is “no.”

In order to keep federalism and federal supremacy in balance, the 
Supreme Court has recognized a general presumption against preemption 
that is especially strong when states’ traditional powers, such as regulat-
ing the medical profession, are involved. Additionally, with Roe v. Wade 
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and Planned Parenthood v. Casey overruled, the states may once against 
exercise their authority to restrict or prohibit abortion. This means that 
Congress must have a “clear and manifest purpose” to preempt state laws 
in an area like this.

There exists no real conflict between FDA approval of abortion drugs and 
state laws restricting or prohibiting them. FDA approval of abortion drugs 
as safe and effective for their proposed use set a regulatory floor for allowing 
them to enter or remain in interstate commerce, but it did not set a ceiling 
or exclude any other safety considerations. State laws that, for example, 
require in-person prescription and dispensing of abortion drugs, which 
the FDA itself had long required, do not conflict with the FDA’s approval. 
Rather, they exercise states’ authority to regulate the medical profession, 
enhance public safety, and restrict abortion.

Both the Supreme Court and state courts examining the question have 
characterized Congress’ purpose as, in effect, the opposite of preemption. 
It has not imposed a statutory preemption requirement for drugs as it has 
for medical devices. And federal law explicitly makes criminal using the U.S. 
mail, common carriers, or computers to obtain abortion drugs. These and 
other considerations made the plaintiff in one lawsuit calling for federal 
preemption of abortion drug restrictions voluntarily withdraw its com-
plaint. States may indeed use their constitutional authority to restrict or 
prohibit abortion drugs.

Thomas Jipping is a Senior Legal Fellow in the Edwin Meese III Center for Legal and 

Judicial Studies at The Heritage Foundation. Sarah Parshall Perry is a Senior Legal Fellow 

in the Meese Center.
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