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INTEREST OF AMICI

Amici are over 100 reproductive health, rights, and justice organizations, as
well as other organizations with a strong interest in access to reproductive care.
Amici have seen the importance of medication abortion to individuals’ health and
bodily autonomy, as well as mifepristone’s efficacy and safety as a tool for achieving
those goals. Amici have a unique window into the benefits mifepristone provides—
including when prescribed via telehealth—and the immense challenges that would
result if Plaintiffs obtain the relief they seek. Amici include, inter alia, healthcare
organizations that provide mifepristone and would be directly impacted by an order
reinstating the Food and Drug Administration’s (“FDA”) in-person dispensing
requirement; research organizations with specialized expertise in the safety of
mifepristone and the harms caused by abortion restrictions; organizations that work
directly with people seeking abortion care and witness firsthand the enormous
challenges they face when forced to travel for care; and organizations that advocate
on behalf of people who need abortions and the clinicians who care for them. A

complete list of amici can be found in the Appendix.

I Amici curiae certify that this brief was authored entirely by counsel for amici and not by
counsel for any party, in whole or part; no party or counsel for any party contributed money to
fund preparing or submitting this brief; and apart from amici and their counsel, no other person
contributed money to fund preparing or submitting this brief. A motion for leave to file
accompanies this brief. This brief is filed with the consent of all parties. See ECF No. 39.

1
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SUMMARY OF ARGUMENT

Plaintiffs ask this Court to stay or enjoin the FDA’s 2023 Risk Evaluation and
Mitigation Strategy (“REMS”) for mifepristone, which permanently removed the in-
person dispensing requirement, permitting dispensing by mail and through certified
pharmacies.? In seeking this extraordinary relief, Plaintiffs rely on discredited data,
methodologically flawed studies, and isolated anecdotes in an effort to have this
Court impose scientifically unfounded nationwide restrictions on an essential
medication that has been safely used by more than 7.5 million people in the United
States over more than twenty-five years. The Court should reject Plaintiffs’ request.

Amici write to emphasize the overwhelming consensus of the scientific and
medical community that medication abortion using mifepristone—including when
prescribed via telehealth—is safe, effective, and medically necessary. The evidence
confirming mifepristone’s safety and efficacy has only grown more compelling since
the FDA first approved it in 2000, as hundreds of high-quality studies and the
experience of millions of patients have confirmed mifepristone’s exceptional safety
record—whether dispensed in-person or through telehealth. In seeking to enjoin the
2023 REMS, Plaintiffs rely on the same purported expert analyses and debunked

studies that already have been rejected by other federal courts and the broader

2 See Complaint, ECF No. 1; Pls.” Mot. for Prelim. Relief Under 5 U.S.C. § 705, ECF No. 20.
2
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scientific community. This Court likewise should reject Plaintiffs’ claims as lacking
any scientific basis.

Amici also write to explain what is at stake. Granting Plaintiffs’ motion would
impose devastating and medically unjustified burdens on patients’ access to
mifepristone. Preserving patients’ ability to obtain care through telehealth is
critically important, particularly for people in rural areas, low-income communities,
communities of color, and for survivors of intimate partner violence, who already
face the steepest barriers to in-person care. If this Court reinstates the in-person
dispensing requirement, it will undermine access to abortion and miscarriage care—
and patients’ health and autonomy—nationwide. Even people in states where
abortion remains legally protected could find themselves unable to obtain
mifepristone in a timely fashion, or unable to access this essential medication at all,
if the court grants Plaintiffs’ requested relief. Neither science nor law supports this

result, and this Court should deny Plaintiffs’ motion.

ARGUMENT

I. MIFEPRISTONE DISPENSED VIA TELEHEALTH IS SAFE,
EFFECTIVE, AND WIDELY USED.

Mifepristone is one of two medications (along with misoprostol) in the FDA-

approved regimen for medication abortion.3 Decades of scientific evidence and real-

3 While there are alternative regimens used for medication abortion, existing research suggests
that they may be less effective and lead to more side effects than the combined regimen. See
Elizabeth Raymond et al., Effectiveness and Safety of Misoprostol-Only for First-Trimester

3
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world use by millions demonstrate that using mifepristone for medication abortion
1s exceptionally safe and effective, including when dispensed via telehealth. Indeed,
mifepristone’s safety is endorsed by, and restrictions on telehealth access to
mifepristone are overwhelmingly opposed by, major medical associations such as
the American Medical Association, American College of Obstetricians and
Gynecologists, American Academy of Pediatrics, Society for Academic Specialists
in General Obstetrics and Gynecology, Society of Family Planning, Society for
Maternal-Fetal Medicine, and Society of General Internal Medicine.# Consistent
with this scientific consensus, the FDA has repeatedly affirmed mifepristone’s
exceptional safety and efficacy record.> Plaintiffs’ challenge to telehealth access
does not rest on legitimate scientific evidence, but instead relies on discredited

articles plagued by fundamental methodological flaws. The Court should credit the

Medication Abortion: An Updated Systematic Review and Meta-Analysis, 127 Contraception 110
(2023); Soc’y of Family Planning, Science Says: Misoprostol Only Is Safe and Effective 1
(updated Aug. 21, 2023), https://societyfp.org/wp-content/uploads/2023/02/SFP_ScienceSays_
misoprostol.pdf.

4 See Am. Coll. of Obstetricians & Gynecologists et al., Leading Medical Organizations Call for
the FDA to Permanently Remove Restrictions on Mifepristone (June 18, 2024), https://www.
acog.org/news/news-releases/2024/06/leading-medical-organizations-call-for-fda-to-
permanently-remove-restrictions-on-mifepristone.

S See Study: FDA Regulation of Abortion Drug Mifepristone from 2011 to 2023 Shaped by
Evidence and Caution, Johns Hopkins Bloomberg Sch. Pub. Health (Jan. 12, 2026),
https://publichealth.jhu.edu/2026/study-fda-regulation-of-abortion-drug-mifepristone-from-2011-
t0-2023-shaped-by-evidence-and-caution; FDA Ctr. for Drug Eval. & Research, Medical Review,
Application No. 0206870rigls020 at 5, 14-17 (Mar. 29, 2016) (“2016 FDA Approval”),
https://www.accessdata.fda.gov/drugsatfda_docs/nda/2016/0206870rigls020MedR.pdf.
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