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UNITED STATES DISTRICT COURT
FOR THE WESTERN DISTRICT OF LOUISIANA
LAFAYETTE DIVISION

THE STATE OF LOUISIANA, by and
through its Attorney General, LIZ
MURRILL, and ROSALIE MARKEZICH,

Plaintiffs, Civ. No.: 6:25-cv-01491
Judge: David C. Joseph
V. Mag. Judge: David J. Ayo
U.S. FOOD AND DRUG
ADMINISTRATION, et al.,
Defendants.

DANCO LABORATORIES, LL.C’S MOTION TO INTERVENE

Danco Laboratories, LLC (Danco) moves to intervene in this action pursuant to Rule 24 of
the Federal Rules of Civil Procedure. Danco satisfies both the requirements for intervention as of
right under Rule 24(a) and the requirements for permissive intervention under Rule 24(b), for the
reasons set forth in the supporting memorandum of law and declaration. See Exhibit A (brief in
support of intervention motion); Exhibit B (supporting declaration).

Consistent with the requirements of Rule 24(c), Danco also submits an accompanying
motion to dismiss Plaintiffs’ complaint under Rule 12(b)(1) and 12(b)(6). See Exhibit C. Danco’s
combined memorandum of law in support of its motion to dismiss and conditional opposition to
Plaintiffs’ motion for preliminary relief is also attached. See Exhibit D.!

Danco agrees with the Federal Defendants’ argument that the Plaintiffs lack Article III

standing and thus would not be prejudiced by a stay of this action. See ECF No. 50-1 at 13-20.

! The Court suspended Defendants’ obligation to respond to Plaintiffs’ complaint until after the
resolution of Plaintiffs” motion for preliminary relief. See ECF 39. The Court did not similarly
lift intervenors’ obligation to submit a responsive pleading under Rule 24(c). Further, because
the bases on which Danco seeks dismissal overlap significantly with its opposition to Plaintiffs’
motion, the interests of judicial economy favor adjudicating the motions together.
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However, Danco respectfully submits that, in the absence of Article III jurisdiction, the more
prudent course is to dismiss the action. The action should also be dismissed, and preliminary relief
denied, for several other reasons that are detailed in Danco’s motion to dismiss and opposition to

preliminary relief. See Exhibit D.
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counsel regarding this motion. Counsel for Plaintiffs stated that they oppose this request. Counsel

for the Federal Defendants stated that they take no position.

/s/ Jessica L. Ellsworth

Jessica L. Ellsworth
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INTRODUCTION

Danco moves to intervene in this case to represent its interest as the sponsor of Mifeprex
(mifepristone). The Food and Drug Administration (FDA) approved Mifeprex as safe and
effective for its intended use in 2000, attaching certain use restrictions that became a Risk
Evaluation and Mitigation Strategy (REMS) in 2008. Consistent with FDA’s statutory authority,
these REMS been modified multiple times—most recently in 2023, when FDA lifted an in-person
dispensing requirement that it had not enforced since April 2021. Through the years, FDA has
defended its various actions regarding mifepristone in court and in public. In September 2025,
however, FDA announced it was conducting a review of the mifepristone REMS. Just weeks later,
Plaintiffs filed this lawsuit, asking for an order that “[h]olds unlawful, stays, sets aside, and vacates
the 2023 REMS” and a preliminary injunction directing “Defendants to withdraw or suspend” that
REMS. ECF No. 1, Compl. at 50; see also ECF No. 20 at 2, Mot. for Prelim. Relief.

This lawsuit directly threatens Danco’s interests. Mifeprex is Danco’s only product. If
Plaintiffs succeed in their request for this Court to enjoin, set aside, or vacate the 2023 REMS,
Danco will be unable to continue lawfully distributing its product under that REMS. Although it
is not entirely clear what action Danco—or FDA—would have to take for Danco to resume
distributing Mifeprex, FDA’s past statements indicate Danco would have to submit a new REMS
application and obtain FDA approval, which would take an unknown amount of time. Ex. A, Long
Decl. 9 9-17. What is clear, however, is that Danco’s business would face substantial, immediate,
and nationwide disruption.

Danco’s interest is not a surprise to Plaintiffs, who unsuccessfully tried to join an earlier
lawsuit in which Danco had spent three years defending FDA’s regulation of mifepristone in the
Northern District of Texas, in the Fifth Circuit, and in the Supreme Court. See FDA v. Alliance
for Hippocratic Med., 602 U.S. 367 (2024) (Alliance). Danco is an appropriate party here for the
same reasons it was in A/lliance.

If anything, Danco’s interests in intervention now are stronger, given that FDA has initiated

a review of the mifepristone REMS on its own initiative. ECF No. 50-1 at 1-2. The Federal
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Defendants seek a stay and denial of Plaintiffs’ motion for preliminary relief based on FDA’s
ongoing review and Plaintiffs’ lack of ongoing harm or Article III standing. They do not address
other substantive bases for denying preliminary relief. Danco believes there is no scientifically
valid evidence, before or after the 2023 REMS approval, that warrants any different conclusion
regarding (1) the benefit-risk profile of mifepristone when dispensed by a method other than in-
person, or (2) how to “minimize the burden on the health care delivery system of complying with
the [REMS].” 21 U.S.C. § 355-1(g)(4)(B). And Danco wishes to raise several deficiencies in
Plaintiffs’ challenge, including in their request for preliminary relief, that FDA has not argued.
These divergences all make clear that FDA does not adequately represent Danco’s interests in this
litigation.

Danco thus has a right to intervene in this action under Rule 24(a). Texas v. United States,
805 F.3d 653, 657 (5th Cir. 2015) (“Federal courts should allow intervention where no one would
be hurt and the greater justice could be attained.” (citation omitted)). At the very least—given the
economic and proprietary stakes for Danco, which are neither represented nor protected by FDA—
the Court should allow permissive intervention, as the district court did in Alliance. Such
intervention would not prejudice any party and would help ensure a more complete development
of the issues presented and allow Danco to protect its interests.

BACKGROUND

A small pharmaceutical company incorporated in Delaware, Danco holds the New Drug
Application (NDA) for Mifeprex (mifepristone) Tablets, which is approved for use in a regimen
with misoprostol for the medical termination of intrauterine pregnancy through 70 days gestation.
Mifeprex is Danco’s only product. Long Decl. 4 3. FDA first approved Mifeprex in 2000 for use
through 49 days of gestation, subject to various use restrictions, including that the drug be
dispensed in-person to the patient by the prescriber or someone working under their supervision.
See ECF No. 1-32. Those use restrictions were deemed a REMS as a result of the 2007
amendments to the Food, Drug, and Cosmetic Act. See 73 Fed. Reg. 16,313 (Mar. 27, 2008); 21
U.S.C. § 355-1(a)(1); see also ECF Nos. 1-29, 1-30. In 2016, FDA granted Danco’s supplemental
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NDA (sNDA), extending the drug’s approval for use up to 70 days’ gestation and modifying the
REMS to remove certain restrictions. All of those changes were based on the agency’s review of
extensive clinical data and its expert judgment that the drug would remain safe and effective for
its intended use with these modifications. See ECF No. 1-11;21 U.S.C. § 355-1(g)(4) (authorizing
FDA to “modif[y]” or “remove[]” restrictions that are no longer necessary to ensure drug’s benefits
outweigh risks). The 2016 sNDA approval did not modify the REMS requirement of an in-person
visit to receive Mifeprex.

In April 2021, in response to a request from the American College of Obstetrics and
Gynecologists during the COVID-19 pandemic, FDA said it would exercise enforcement
discretion regarding the in-person dispensing requirement for Mifeprex. See ECF No. 1-3. After
additional analysis, including of safety data from the non-enforcement period, FDA in December
2021 directed Danco to submit a SNDA proposing modifications to the REMS to remove the in-
person dispensing requirement. Danco did so, and FDA approved Danco’s sNDA in January 2023.
ECF No. 1-50.!

In November 2022, a group of plaintiffs challenged FDA’s 2000, 2016, 2019, and 2021
decisions in the U.S. District Court for the Northern District of Texas. Alliance ECF No. 1. Danco
promptly filed an unopposed motion to intervene in support of the Federal Defendants, which the
court granted. Alliance ECF Nos. 19, 33.2 The Alliance district court “in effect enjoined” those
decisions, but the Supreme Court stayed that injunction before it took effect and unanimously held
that the Alliance plaintiffs “lack[ed] standing to challenge FDA’s actions,” Alliance, 602 U.S. at
374, 377.

' FDA approved generic versions of Mifeprex in 2019 and 2025. ECF No. 1 443 n.32, 1-109.
The Mifeprex REMS also applies to the generics.

2 Because Danco’s motion was unopposed, the A/liance court concluded that it “need not consider
whether Danco can intervene as of right.” Alliance ECF No. 33 at 3. The court instead granted
“permissive intervention” given Danco’s interest in protecting the continued availability of
Mifeprex and its timely request to intervene. /Id.
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Meanwhile, Missouri, Kansas, and Idaho moved to intervene as plaintiffs in the Alliance
action, which the court granted. Alliance ECF No. 151. And after the Supreme Court’s Alliance
decision, Missouri, Kansas, and Idaho amended their complaint-in-intervention, which Danco and
FDA moved to dismiss, asserting (among other things) that venue was improper in Texas.
Alliance, ECF Nos. Alliance ECF Nos. 203, 217, 218, 221. While those motions were pending,
Louisiana and Rosalie Markezich moved to intervene in the Texas suit. Alliance ECF No. 264.
The court transferred Missouri, Kansas, and Idaho’s complaint to Missouri and denied Louisiana
and Ms. Markezich’s motion to intervene as moot. Alliance ECF No. 273.

A few weeks later, and after FDA had announced it was initiating a review of the
mifepristone REMS, Louisiana and Ms. Markezich refiled their complaint in this Court. ECF No.
1, Compl. (Oct. 6, 2025). The suit asserts that the 2023 REMS, which removes the in-person
dispensing requirement, is arbitrary and capricious and an abuse of discretion (Count 1) and
contrary to law (Count 2). More than two months later, Plaintiffs sought a preliminary injunction.
ECF No. 20.

ARGUMENT
L Danco Is Entitled To Intervene As A Matter Of Right Under Rule 24(a).

Rule 24(a) is framed in mandatory terms that favor intervention: “the court must permit”
intervention when (1) the application is timely; (2) the applicant has an interest relating to the
property or transaction which is the subject of the action; (3) disposition of the action may, as a
practical matter, impair or impede the applicant’s ability to protect that interest; and (4) the
applicant’s interest is not adequately represented by the existing parties. Fed. R. Civ. P. 24(a)(2);
see Entergy Gulf States La., LLC v. EPA, 817 F.3d 198, 203 (5th Cir. 2016). Although “the movant
bears the burden” of demonstrating that these requirements are met, the rule is “to be liberally
construed” and “courts should allow intervention where no one would be hurt and the greater

justice could be attained.” Texas, 805 F.3d at 656-657 (quotations omitted); Entergy, 817 F.3d at
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203 (“[D]oubts [are] resolved in favor of the proposed intervenor”). Danco readily satisfies this
standard.

Timeliness. Danco’s motion to intervene is timely. Danco noticed its intent to intervene
just two days after Plaintiffs moved for a preliminary injunction, and before Defendants had
responded to Plaintiffs’ complaint. See ECF No. 23. The case is still in its early stages, and this
Court has not ruled on any substantive motions. Courts regularly find motions to intervene timely
in similar circumstances. See, e.g., Wal-Mart Stores, Inc v. Texas Alcoholic Beverage Comm’n,
834 F.3d 562, 565-566 (5th Cir. 2016) (motion to intervene timely when filed three months after
defendant filed its answer following denial of motion to dismiss); NextEra Energy Cap. Holdings,
Inc. v. D’Andrea, No. 20-50168, 2022 WL 17492273, at *3 (5th Cir. Dec. 7, 2022) (per curiam)
(motion to intervene timely when filed within two months of plaintiffs bringing suit and before
defendants filed responsive pleadings); Mova Pharm. Corp. v. Shalala, 140 F.3d 1060, 1076 (D.C.
Cir. 1998) (seeking “to intervene a few weeks after [plaintiff] initiated its action, and before the
district court ruled on the preliminary injunction . . . cannot be regarded as untimely”).

Further, Danco’s intervention at this early stage does not prejudice any party. See Sierra
Club v. Espy, 18 F.3d 1202, 1205 (5th Cir. 1994) (“absolute measures of timeliness should be
ignored” in favor of “contextual” factors, including prejudice to parties and the would-be
intervenor); Ford v. City of Huntsville, 242 F.3d 235, 240 (5th Cir. 2001) (per curiam) (“[T]he
relevant prejudice is that created by the intervenor’s delay in seeking to intervene . . . not prejudice
to existing parties if intervention is allowed.”). Danco will observe all case deadlines, including
the briefing schedule for Plaintiffs’ preliminary injunction motion, and its participation will not
delay any proceedings. See, e.g., Wal-Mart, 834 F.3d at 565-566 (intervention timely where party
sought to join case “before discovery progressed and . . . did not seek to delay or reconsider phases
of the litigation that had already concluded”). By contrast, as discussed below, Danco would be
severely prejudiced if it were precluded from participating in a suit seeking to alter the conditions

of the FDA approval for its sole product.
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Protectable Interest. “The touchstone of the [interest] inquiry” under Rule 24(a)(2) “is

whether the interest alleged is ‘legally protectable.”” Wal-Mart, 834 F.3d at 566. Danco has a
legally protectable interest in the mifepristone REMS, which governs the terms on which Danco
is authorized under federal law to distribute its sole product.

First, as the holder of the Mifeprex NDA, Danco is an “‘intended beneficiary of [the]

299

government regulatory system’” that governs approval and distribution of prescription drug
products. Id. at 567 (quoting Texas, 805 F.3d at 660). Under Fifth Circuit precedent, Danco “has
an interest in protecting its legally prescribed market” for its product, including any conditions
FDA imposes on where and how its product is available. 1d.; accord NextEra,2022 WL 17492273,
at *3. This interest, which is “neither undifferentiated nor generalized,” is itself sufficient to
support intervention. 7Texas, 805 F.3d at 660 (quotation marks omitted).

Second, and relatedly, Danco has “economic interests” that “are directly related to the
litigation,” which independently “justify intervention.” Wal-Mart, 834 F.3d at 568; Black Fire
Fighters Ass’n of Dallas v. City of Dallas, 19 F.3d 992, 994 (5th Cir. 1994) (litigation’s
“prospective interference with [economic] opportunities can justify intervention”) (citation
omitted). Plaintiffs’ suit asks this Court to stay, vacate, or enjoin FDA’s 2023 REMS. FDA’s
prior statements, and its recently filed brief, suggest that any such order against the 2023 REMS
would leave Danco unable to distribute Mifeprex until Danco submits, and FDA approves, a new
REMS. Long Decl. qq 10-15 (citing Declaration of FDA Principal Deputy Commissioner Janet
Woodcock, M.D., in support of Emergency Stay Application, FDA v. Alliance for Hippocratic
Medicine, Supreme Court No. 22A902, at Appendix 113a-116a); FDA Br. 11. Even if FDA were
to approve a new REMS quickly, Danco would then still have to revise product labels, packaging,
and promotional materials, and to amend its supplier and distributor contracts and policies (among
other things). Long Decl. 47, 17. Absent a remand without vacatur, exercise of enforcement
discretion by FDA, or other action similarly permitting continued distribution in the interim,
Plaintiffs’ requested relief would thus likely halt Danco’s distribution of Mifeprex nationwide, for

an unknown and unknowable period of time. /d. § 17. It would also impose significant compliance



Case 6:25-cv-01491-DCJ-DJA  Document 52-1  Filed 02/03/26 Page 11 of 16 PagelD
#: 2695

costs on Danco. /Id. Because Mifeprex is Danco’s only drug, Plaintiffs’ requested relief could
impose existential harm on Danco. /d. 9 20.

In short, Plaintiffs’ suit directly implicates Danco’s “concrete, personalized” and specific
“property interest,” which is “the most elementary type of right that Rule 24(a) is designed to
protect.” Texas, 805 F.3d at 658 (citation omitted).

Impairment of Interest. Danco “need only show that if [it] cannot intervene, there is a

possibility that [those] interest[s] could be impaired or impeded.” La Union del Pueblo Entero v.
Abbott, 29 F.4th 299, 307 (5th Cir. 2022) (citing Brumfield v. Dodd, 749 F.3d 339, 344-345 (5th
Cir. 2014)). Danco satisfies this “liberal[]” and “generous” standard. See Edwards v. City of
Houston, 78 F.3d 983, 1004-05 (5th Cir. 1996). Plaintiffs seek to impose a significant change to
the conditions under which Mifeprex is currently approved for distribution. FDA’s prior
statements in the Alliance litigation indicate that, if that were to occur, Danco would be precluded
from labeling and marketing its product for at least some period of time. See Long Decl. 99 10-
15. Further, excluding Danco from this litigation would create a situation in which Danco “would
be prevented from ever being heard in a lawsuit that has the potential to [up]end” its product’s
regulatory-approval status. John Doe No. 1 v. Glickman, 256 F.3d 371, 380 (5th Cir. 2001); see
also NextEra, 2022 WL 17492273, at *4 (“a party’s interest in a regulatory scheme ‘is impaired
by the stare decisis effect of the district court’s judgment’ as to the scheme’s validity”) (quoting
Espy, 18 F.3d at 1207).

Inadequate Representation. Finally, Danco satisfies the “minimal” burden of showing

“that representation of [its] interest” by the current parties ““may be’ inadequate.” Entergy, 817
F.3d at 203 (citation omitted). The Fifth Circuit presumes adequate representation only when an
“existing party ‘is a governmental body or officer charged by law with representing the interests’
of the movant” or “when the intervenor ‘has the same ultimate objective as a party to the lawsuit.””
Louisiana v. Burgum, 132 F.4th 918, 922 (5th Cir. 2025) (citation omitted); see also Texas, 805
F.3d at 661-662. FDA is certainly not charged with generally protecting drug manufacturers’

interests or specifically protecting Danco’s interests. In opposing Plaintiffs’ request for
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preliminary relief and seeking a stay instead, FDA’s “interests diverge” from Danco’s in several
material ways that are “germane to the case.” Burgum, 132 F.4th at 922 (quotation marks omitted).

As explained above, Danco has a distinct commercial interest in the 2023 REMS pursuant
to which it has sold its product for over three years. Danco would face significant economic losses
if those conditions were enjoined or vacated, even for a short period. Danco’s understanding is
that the company cannot act unilaterally to put new or revised conditions of approval in place, or
even revert to ones that pre-existed the 2023 REMS. See Long Decl. 9 10-15. For this reason,
Danco is committed to defending the 2023 REMS on all available grounds. FDA-—which
announced it would undertake a review of the mifepristone REMS in September 2025 and has
described to this Court the competing demands the agency faces across multiple litigations and
citizen petitions—does not share Danco’s financial or practical interests in the 2023 REMS. See
ECF No. 50-1 at 1-2. Instead, FDA seeks to exercise its regulatory discretion while “bear[ing] in
mind broader public-policy implications” of its decisions. Berger v. North Carolina State Conf.
of the NAACP, 597 U.S. 179, 196 (2022); see also Espy, 18 F.3d at 1208 (noting disunity of
interests where “government must represent the broad public interest, not just the economic
concerns of” regulated entities).

Specifically, Secretary Kennedy instructed FDA to “conduct a study of the safety of the
current REMS, in order to determine whether modifications are necessary.” ECF No. 1-110 at 2;
Compl. § 13. This announcement questioned the consideration and scientific evidence supporting
the 2023 REMS approval, asserting that HHS’s reconsideration “is informed by the lack of
adequate consideration underlying the prior REMS approvals, and by recent studies raising
concerns about the safety of mifepristone as currently administered.” ECF No. 1-110 at 2. Danco
strongly disagrees with these statements, which come as FDA is currently under a court order to
reconsider some aspects of the 2023 REMS that another court found overly restrictive. See Purcell
v. Kennedy, No. 17-cv-00493, 2025 WL 3101785, at *1-2 (D. Haw. Oct. 30, 2025). But regardless,
FDA’s “reevaluation” constitutes exactly the kind of “conduct showing that the [FDA]

inadequately represent[s]” Danco’s interests in the 2023 REMS. Burgum, 132 F.4th at 923
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(discussing Trbovich v. United Mine Workers of Am., 404 U.S. 528, 536-537 (1972), and Epsy, 18
F.3d at 1208).

FDA'’s request for a stay and opposition to Plaintiffs’ preliminary injunction motion lays
bare the difference in parties’ legal positions. As FDA observes, it has “concluded that the best
path forward is for the agency to reconsider the restrictions on mifepristone based on all the
evidence before the agency.” ECF No. 50-1 at 3. Thus, it offers no basis to deny Plaintiffs’
preliminary-injunction request claims on the merits. Id. at 9-20. Instead, it requests the court
pause proceedings and explains that a stay is not prejudicial to Plaintiffs given their lack of ongoing
or irreparable harm and their lack of Article III standing. Id. Danco’s arguments against
preliminary relief are significantly broader. Danco raises zone-of-interest, exhaustion, ripeness,
and merits defenses that are not part of the Federal Defendants’ filing. See Ex. D (proposed motion
to dismiss and opposition to motion for preliminary relief). And, unlike FDA, Danco has also
moved to dismiss the complaint at this time—which would obviate any need for a stay. These
differences clearly rebut any presumption of adequate representation. See Miller v. Vilsack, No.
21-11271, 2022 WL 851782, at *3 (5th Cir. Mar. 22, 2022) (per curiam); La Union del Pueblo
Entero, 29 F.4th at 308; see also Burgum, 132 F.4th at 923 (noting representation is inadequate
where intervenor “wishe[s] to introduce” distinct evidence, seek distinct “remedies,” and make
distinct “legal arguments”).

Courts regularly find that drug manufacturer interests are not adequately represented by
FDA in far less dramatic circumstances. See, e.g., Apotex, Inc. v. Daiichi Sankyo, Inc., 781 F.3d
1356, 1361 (Fed. Cir. 2015) (manufacturer has a “right to be a party in th[e] case because of its
obvious stake in” a dispute contesting market exclusivity period); Mova, 140 F.3d at 1076
(manufacturer of brand-name drug “was entitled to intervene as of right” into case challenging
FDA’s approval of a generic); Apotex Inc. v. FDA, 508 F. Supp. 2d 78, 80 n.2 (D.D.C. 2007) (drug
manufacturer permitted to intervene as of right “because the plaintiff seeks to set aside the FDA’s

decision as to its approval status” and the manufacturer “has a financial interest in [maintaining]
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its exclusivity period that is not . . . shared by the public”). Danco is entitled to intervene in this
case as of right under Rule 24(a).
II1. Alternatively, The Court Should Permit Danco To Intervene Under Rule 24(b).

A court may also “permit anyone to intervene who” files a “timely motion” and “has a
claim or defense that shares with the main action a common question of law or fact.” Fed. R. Civ.
P. 24(b)(1)(B). In acting on the request, the court “may consider” some of the same criteria found
in Rule 24(a), such as “whether the intervenors’ interests are adequately represented by other
parties,” whether intervention will “unduly delay the proceedings or prejudice” the parties, and
whether intervention may aid the case’s development. Kneeland v. Nat’l Collegiate Athletic Ass n,
806 F.2d 1285, 1289 (5th Cir. 1987); see New Orleans Pub. Serv., Inc. v. United Gas Pipe Line
Co., 732 F.2d 452, 472 (5th Cir. 1984) (courts consider whether intervenors “will significantly
contribute to full development of the underlying factual issues” (quotation marks omitted)).

Danco meets these requirements. It has timely moved for leave to intervene, such that
granting this motion would not prejudice the original parties or delay this case. Further, Danco’s
interest in protecting the continued availability of Mifeprex under the current REMS
unquestionably shares both questions of law and fact in common with this case. Indeed, the
Alliance court concluded the same when it permitted Danco to intervene in that litigation. See
Alliance ECF No. 33 at 3.

Danco’s participation will also materially aid the development of key legal issues. Among
other things, Danco’s opposition will address this Court’s subject-matter jurisdiction; the standards
imposed on FDA by the APA; and the factual record that informed FDA’s decision to approve the
2023 REMS. These issues are core to resolving Plaintiffs’ challenge. And unlike FDA—which
must consider broader institutional interests and triangulate its defense between the expressed
policy concerns of HHS and FDA’s obligation under the Purcell remand order—Danco will be
unencumbered in raising all available arguments, both on threshold grounds and on the merits. It
also will be uniquely positioned to present arguments about economic harm and its supply chain

disruptions. Danco’s interest is just as germane to this litigation as it was in the Alliance case,

10
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where Danco participated in briefing and oral argument at every stage, from the district court’s
proceedings through the Supreme Court.

Like in Alliance, the preliminary injunction Plaintiffs seek here underscores the need for
Danco’s intervention. As noted above, Danco has a financial interest in its continued ability to
market its product and in the pharmacy dispensing model it has developed the three years since
FDA approved the 2023 REMS. Danco would be significantly and immediately harmed if the
injunction that Plaintiffs seek were granted. FDA will not suffer this same type of harm if an
injunction issues, since it is Danco (not the government) that is charged with complying with
REMS conditions. And, unlike Danco, FDA has not currently offered a thorough defense of its
actions to forestall that harm.

Accordingly, even if the Court were not inclined to grant Danco’s motion to intervene as
of right, it should grant Danco’s request for permissive intervention so Danco can adequately
defend its interests in this case.

CONCLUSION

For these reasons, this Court should grant Danco’s motion and permit it to intervene in this

action.
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UNITED STATES DISTRICT COURT
FOR THE WESTERN DISTRICT OF LOUISIANA
LAFAYETTE DIVISION

THE STATE OF LOUISIANA, by and
through its Attorney General, LIZ
MURRILL, and ROSALIE MARKEZICH,

Plaintiffs, Civ. No.: 6:25-cv-01491
v Judge: David C. Joseph
' Mag. Judge: David J. Ayo
U.S. FOOD AND DRUG
ADMINISTRATION, et al.,
Defendants.

DECLARATION OF ABIGAIL LONG

I, Abigail Long, declare under penalty of perjury as follows:

1. I am over the age of 18, am competent to testify as to the matters herein, and make
this declaration based on my personal knowledge.

2. I am an employee of Danco Laboratories, LLC. Based on my position as Vice
President of Marketing and Operations at Danco, I have personal knowledge of the matters herein.

3. Danco is a small, privately held pharmaceutical company that holds the New Drug
Application (NDA) for Mifeprex. As the sponsor of the NDA for Mifeprex, Danco has the right
under the Federal Food, Drug, and Cosmetic Act to market and distribute Mifeprex. Danco holds
no other NDAs and does not do any other business other than marketing and distributing Mifeprex.

4. Danco has held the NDA and been responsible for the distribution of Mifeprex in
the United States for over 25 years.

5. The approval of Mifeprex was subject to a number of restrictions and requirements
about how the drug is distributed, which have been incorporated into a Risk Evaluation and

Mitigation Strategy (REMS) since 2008. The specific provisions of the REMS have been subject
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to revisions over the years, with the most recent revisions being approved by FDA in 2023. The
2023 revisions primarily removed a requirement that the drug be dispensed in-person by the
prescribing healthcare provider or someone under their supervision, allowing the drug to be
dispensed by certified pharmacies in response to a prescription from a certified prescriber, either
through retail locations or by mail or courier service (such as Federal Express).

6. Since the 2023 REMS took effect, Danco has certified retail pharmacies, both
pharmacy chains and independent pharmacies, to dispense Mifeprex in accordance with the terms
of the REMS.

7. The new conditions of use in the 2023 REMS required changes to multiple, related
materials, including:

a. Prescribing Information

b. Medication Guide

c. Patient education materials

d. Patient Agreement

e. REMS document and supporting document
f. Prescriber Agreement

g. Danco website

h. Promotional materials

i. Contracts with suppliers and distributors.

8. To my knowledge, no court-ordered stay or injunction of a REMS has ever taken
effect. As a result, there is substantial uncertainty about what that would mean for a sponsor, for
FDA, for a health care provider, and for patients.

9. In endeavoring to understand what FDA would expect of Danco if the court were
to order the requested stay or injunction of the 2023 REMS, I have reviewed the declaration that
FDA submitted to the Supreme Court of the United States in connection with seeking emergency

relief in the Alliance litigation.
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10. That declaration provided FDA’s response to the Fifth Circuit’s “assum[ption] that
the conditions of use for Mifeprex, including the REMS, could simply snap back to what they were
prior to” any stayed approvals of labeling changes or REMS modifications. Declaration of Janet
Woodcock 9 10, Emergency Stay Application, Appendix 113a, FDA v. Alliance for Hippocratic
Medicine, Supreme Court No. 23A902 (“Stay Appendix”).! The declaration stated that “[t]he
reality is far more disruptive” than simply reverting to a previously approved REMS. Id.

11. The FDA declaration stated that, if the court were to invalidate certain revisions to
the REMS, “the sponsor would be required to submit a supplement to revise” all of the documents
stating the approved conditions of use “and obtain FDA approval in order to distribute a product
whose labeling conforms” with earlier iterations of the FDA’s “conditions of approval (including
the REMS)” and the court orders. Id. § 13, Stay Appendix 114a.

12. The FDA declaration further stated that “[t]he combination of the District Court’s
and Fifth Circuit’s orders thus arguably requires all current prescribers to be re-certified.” Id. § 14,
Stay Appendix 114a.

13. The FDA declaration stated that absent a stay of the lower court orders from the
Supreme Court, “the sponsors’ drug products immediately would become misbranded and thus
unlawful to introduce in interstate commerce.” Id. § 15, Stay Appendix 115a.

14. Speaking specifically to Mifeprex, the FDA declaration said “as a result of the
courts’ orders, Mifeprex ... will be misbranded until the sponsor submits a supplemental
application proposing changes to the conditions of use consistent with the courts’ orders, FDA
reviews and approves that supplement, and the sponsor incorporates those changes into the
labeling and packaging for the product. The sponsor would also need to post and disseminate new
Prescriber and Patient Agreement Forms and, as noted above, most prescribers would need to

become recertified.” /d.

! This declaration is available on the Supreme Court’s docket at https://www.supremecourt.gov/
DocketPDF/22/22A902/263491/20230414103258942 Alliance%20for%20Hippocratic%20Med
%20%20application.pdf.
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15. The FDA declaration addressed the impact of enjoining several FDA decisions
from 2016 forward, in contrast to this case, which I understand is limited to the 2023 REMS. 1 do
not know for sure whether FDA’s view of the need to submit a supplemental application, obtain
FDA approval, and incorporate those changes into the labeling and packaging would apply in the
context of this case, or whether providers would have to be recertified. Based on the FDA
declaration, however, the company’s current understanding is that these steps must be taken in
response to any stay or injunction of the 2023 REMS.

16. Consistent with FDA’s view as stated in its Supreme Court declaration and Danco’s
understanding of the applicable statutory provisions on which FDA’s view is presumably based,
Danco would be required to revise all of the materials listed in paragraph 7 above, and we expect
it would require prescribers to be re-certified and policies and procedures in place with distributors
to be substantially revised. Under the statements in FDA’s declaration, it is Danco’s current
understanding that Danco would not be legally authorized to distribute Mifeprex unless and until
all of those steps have been completed, which would take time to accomplish.

17.  Danco would also be required to notify all Certified Pharmacies that they are
effectively de-certified and no longer able to order Mifeprex or to fill or dispense Mifeprex to
patients. Danco would need to undertake an administrative and logistical process for Certified
Pharmacies to return any product to Danco’s distributors. Danco’s understanding is that there are
fewer options for in-person clinic appointments given the increase in telemedicine and pharmacy
availability over the past several years. As a result, Danco’s understanding is that the removal of
pharmacies from the distribution chain would have severe impacts on women seeking care, given
the reduced number of clinics, and leading to women being underserved.

18. Like all other NDA holders, Danco is (and has always been) required to report to
FDA all adverse drug experiences from any source at least annually and all adverse drug
experiences that are both serious and unexpected within 15 days of receipt. Anyone can report an

adverse drug experience to Danco or directly to FDA, and the approved Mifeprex labeling includes
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Danco’s telephone number and email and FDA’s telephone number and website for reporting such
events.

19.  In addition, under the current REMS, Mifeprex prescribers have an additional
reporting requirement. They are required to report to Danco—and Danco then is required to report
to FDA within 15 days—any patient deaths. This additional reporting requirement has been
included in each iteration of the REMS applicable to Mifeprex. I understand that this additional
reporting requirement is highly atypical, even for products subject to a REMS.

20.  Because Danco has only a single pharmaceutical product, any action that prevents
dispensing of Danco’s product or affects the terms of distribution would significantly and
negatively affect Danco. If, as a result of changes to the approved conditions of distribution and/or
the process for adopting such changes, Danco is prevented from distributing our product, we will
not be generating revenue. The failure to generate revenue for anything longer than a de minimis
period of time would cause grave concerns and could result in the effective closure of our business.
The impacts to patient care in states that have taken a different approach than Louisiana’s would

also be immediate and substantial.

I declare under the penalty of perjury under the laws of the United States of America that the
foregoing is true and correct.

Dated: February 3, 2026

Abigal Long
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Plaintiffs, Civ. No.: 6:25-cv-01491
Judge: David C. Joseph
V. Mag. Judge: David J. Ayo
U.S. FOOD AND DRUG
ADMINISTRATION, et al.,
Defendants.

DANCO LABORATORIES, LLC’S MOTION TO DISMISS
Danco Laboratories, LLC (Danco) moves to dismiss Plaintiffs’ complaint under Rules
12(b)(1) and 12(b)(6) of the Federal Rules of Civil Procedure for lack or subject-matter jurisdiction
or, in the alternative, for failure to state a claim upon which relief can be granted. In support of

this motion, Dano relies on the accompanying memorandum of law.
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INTRODUCTION

Two years ago, the Supreme Court unanimously rejected a group of doctors’ efforts to
challenge the Food and Drug Administration’s (FDA’s) regulation of mifepristone. The Court’s
ruling was unambiguous: doctors who don’t prescribe mifepristone are too far removed from
FDA'’s drug approval process to have Article III standing to challenge that process. FDA v. Alli-
ance for Hippocratic Med., 602 U.S. 367, 391-392 (2024) (Alliance). But Plaintiffs here offer
theories of harm from FDA’s actions that are even more attenuated.

Like the Alliance doctors, Plaintiffs are not required to “prescribe or use mifepristone” or
to “do anything or to refrain from doing anything” as a result of the Risk Evaluation and Mitigation
Strategy (REMS) FDA approved in 2023. Id. at 385. Instead, Louisiana essentially complains
that the mismatch between its policies and that of FDA and those of several other states causes it
various injuries. But such divergence is a natural result of the Supreme Court “return[ing]” abor-
tion policy to the states. Dobbs v. Jackson Women’s Health Org., 597 U.S. 215, 292 (2022). And
states cannot challenge FDA’s regulation of mifepristone by asserting an attenuated “downstream”
financial or sovereign injury. Washington v. FDA, 108 F.4th 1163, 1175-76 (9th Cir. 2024).

Plaintiffs’ complaint has other threshold and substantive defects. Both Plaintiffs are out-
side the relevant statutory zones of interest and failed to exhaust their claims; their Comstock Act
claim impermissibly asks the Court to order the Executive to enforce a criminal statute outside the
scope of the FDA’s REMS authority; and their claims are meritless in any event.

This Court should therefore dismiss Plaintiffs’ complaint outright. At the very least, the
Court should deny “preliminary” relief. FDA suspended the in-person-dispensing requirement
nearly five years ago in April 2020, and it approved the REMS modification over three years ago
in January 2023. After waiting years, Plaintiffs demonstrate no need for this Court to resolve their
claims in an accelerated and emergency posture. Nor do they seek to preserve the status quo. Just
the opposite: one state and one individual seek a novel remedy that FDA previously told the Su-
preme Court would halt the distribution of FDA-approved mifepristone nationwide for an un-

known period of time. Ex. B, Long Decl. 9 8-14. This would gravely harm public health.
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The Supreme Court stayed an order that had granted analogous preliminary relief during
the Alliance litigation, and then held those plaintiffs lacked Article III standing. Plaintiffs here are
not entitled to a different result.

FACTUAL BACKGROUND

2000 Mifeprex Approval. Danco, a small pharmaceutical company incorporated in Dela-
ware, holds the NDA for Mifeprex (mifepristone) Tablets for use in a regimen with misoprostol
for the medical termination of early intrauterine pregnancy. FDA approved Mifeprex in 2000 for
use through 49 days’ pregnancy, with certain use restrictions. ECF No. 1-24 (2000 Approval
Letter). In 2007, Congress amended the Food, Drug, and Cosmetic Act (FDCA) to give FDA
authority to require a REMS if the agency determined that one “is necessary to ensure that the
benefits of the drug outweigh the risks of the drug.” 21 U.S.C. § 355-1(a)(1). Mifeprex’s original
use restrictions were deemed a REMS. See 73 Fed. Reg. 16,313 (Mar. 27, 2008).!

2016 Changes. In 2016, FDA approved a supplemental NDA (sNDA) that modified cer-
tain aspects of Mifeprex’s label and REMS based on numerous studies and 15 years of data. See
ECF No. 1-11 (FDA March 29, 2016 Summary Review). “FDA deemed Mifeprex safe to termi-

99 ¢¢

nate pregnancies up to 10 weeks,” “approved a dosing regimen that reduced the number of required
in-person visits [to] a single visit to receive Mifeprex,” and “changed prescribers’ adverse event
reporting obligations to require prescribers to report only fatalities.” Alliance, 602 U.S. at 375-
376. In 2019, certain entities (not including Plaintiffs) filed a citizen petition requesting FDA undo
the 2016 changes, which FDA denied in 2021. See id. at 376; Compl. 35.

2020 Challenge to Enjoin REMS In-Person Dispensation Requirement. In 2020, during
the COVID-19 pandemic, the American College of Obstetricians and Gynecologists (ACOQG)
asked FDA to lift a requirement that mifepristone be dispensed in-person. ECF No. 1-32 at 2.
Before FDA responded, ACOG sued to enjoin that requirement. Am. College of Obstetricians and

Gynecologists v. FDA, 472 F. Supp. 3d 183 (D. Md. 2020) (4COG).

' FDA approved a generic version of Mifeprex in 2019 and another in 2025. See ECF Nos. 1-25,
1-109. The mifepristone REMS today applies to all three companies’ mifepristone products.
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Louisiana (and several other states) moved to intervene. The district court denied Louisi-
ana’s motion because the State had not demonstrated a “direct and substantial interest” in the liti-
gation. ACOG, No. 20-cv-1320, ECF No. 71 at 5-6 (June 15, 2020). Louisiana’s laws, the court
explained, were not “linked in any way to the enforcement of the FDA’s” in-person dispensing
requirement, so the “case would not impair those States’ ability to enforce their own laws.” Id.
Nor would any judgment “eliminate any state’s ability to continue to regulate medication abortion,
as they choose, above and beyond the FDA’s requirements.” /d. at 10. The district court ultimately
granted the injunction, see ACOG, 472 F. Supp. 3d at 233, but the Supreme Court stayed the in-
junction from taking effect, FDA v. ACOG, 141 S. Ct. 578 (2021).

2021 Nonenforcement Decisions and 2023 REMS. In April 2021, FDA responded to
ACOG’s petition. That response analyzed medical literature, postmarketing adverse-event report-
ing, and information about deviations or noncompliance events associated with the REMS. ECF
No. 1-3. FDA found no indication that adverse events occurred with greater frequency when a
patient received the drug by a method other than in-person dispensing. Id. FDA’s response to
ACOG?’s petition therefore stated the agency would exercise enforcement discretion as to the in-
person dispensing requirement during the public health emergency. /d.

In December 2021, FDA came to the same conclusion when responding to the 2019 citizen
petition seeking to undo the 2016 changes. It explained that “mifepristone may be safely used
without in person dispensing,” ECF No. 1-10 at 27, and that in-person dispensing was “no longer
necessary to ensure” the drug’s benefits outweigh the risks, id. at 25. FDA relied on safety data
from the nonenforcement period, which showed “no indication” that suspending in-person dis-
pensing “contributed to” adverse events. ECF No. 1-51 at 38. FDA pointed to three studies ana-
lyzing pharmacy mail dispensing and five studies analyzing clinic mail dispensing, all of which
supported finding that mifepristone remains safe and effective without in-person dispensing. /d.
at 26-28. FDA therefore directed Danco to submit a SNDA proposing removing the in-person
dispensing requirement from the REMS. Danco complied, and FDA approved Danco’s sNDA in
January 2023. See ECF No. 1-50 at 3, 5. Plaintiffs did not file a citizen petition.
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2025 HHS Letter and Court Remand. Responding to inquiries from State Attorneys Gen-
eral, Secretary Kennedy said on September 19, 2025, that HHS was conducting “a study of the
current REMS, in order to determine whether modifications are necessary.” ECF No.1-110. A
month later, a federal district court held that certain aspects of the 2023 REMS were unlawful
under the APA because FDA “fail[ed] to provide a reasoned explanation for its restrictive treat-
ment of the drug” in light of the available evidence that mifepristone was objectively safe—and
remanded to FDA without vacatur. Purcell v. Kennedy, No. 1:17-cv-00493, 2025 WL 3101785,
at *2 (D. Haw. Oct. 30, 2025). Separately, FDA has received ‘“numerous citizen petitions” asking
the agency to reconsider aspects of the 2023 REMS. ECF 50-1, FDA Br. at 7 & n.3.

PROCEDURAL HISTORY

In November 2022, a group of physicians that oppose abortion sued in the Northern District
of Texas over various FDA decisions related to mifepristone, including the 2021 non-enforcement
decision. See All. for Hippocratic Med. v. FDA, Case No. 2:22-cv-00223-MJK. The district court
issued a preliminary injunction, which the Supreme Court stayed and reversed, unanimously hold-
ing the plaintiffs lacked standing. Alliance, 602 U.S. at 374. Over a year later, and more than
three years after the Alliance suit was filed, Louisiana and Ms. Markezich moved to intervene in
the Texas suit. Alliance ECF No. 264. Before Danco or FDA responded, the district court denied
their intervention motion as moot. A/liance ECF No. 273.2

A few weeks later, on October 6, 2025, Plaintiffs filed a virtually identical Complaint here,
challenging the 2023 REMS. ECF No. 1 (Compl.). More than two months later—on December
17, 2025—Plaintiffs moved for preliminary relief, styled as a “stay” request under 5 U.S.C. § 705
or alternatively a preliminary injunction. ECF No. 20; ECF No. 20-26 (Pls. Br.).

ARGUMENT

The Court should dismiss the complaint for lack of jurisdiction or failure to state a claim,

2 In the same ruling, the Texas district court transferred a complaint filed by three other states that
had intervened far earlier to the Eastern District of Missouri. Because the district court had held,
erroneously, that the Alliance plaintiffs had standing, it did not analyze whether the three interve-
nor states had standing. The Missouri court has not yet addressed this issue either.
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and it should deny the motion for preliminary relief because Plaintiffs failed to “make a ‘clear
showing’ that” they are “‘likely’ to establish” jurisdiction or succeed on the merits, and the re-
maining factors weigh against them. Murthy v. Missouri, 603 U.S. 43, 58 (2024) (citation omitted).
I Plaintiffs Lack Article III Standing.

Like Alliance, this case begins and ends with Plaintiffs’ lack of Article III standing. Neither
Louisiana nor Ms. Markezich can show standing for either claim in their complaint.

A. Louisiana’s Asserted Injuries Do Not Establish Standing.

Louisiana claims the 2023 REMS makes it harder for the state to enforce its state-law abor-

99 ¢¢

tion restrictions, leading to “sovereign,” “quasi-sovereign,” and financial injuries. Pls. Br. 19-20;
Compl. 94 109, 120, 123. The first two injuries, as alleged, are not “‘legally and judicially cog-
nizable.”” United States v. Texas, 599 U.S. 670, 676 (2023) (Priorities decision) (citation omitted).
The 2023 REMS neither requires Louisiana to dispense or use mifepristone nor alters the terms of
its state Medicaid plan; nor does it prevent Louisiana from having whatever laws it chooses to
enact regarding abortion. And the state’s claim that FDA’s challenged action has “increase[d]
[Louisiana’s] Medicaid costs” is even more attenuated than the standing theories rejected in Alli-
ance. Pls. Br. 22-23; Compl. 9 132-134, 148. Indeed, Louisiana’s own papers make clear that
its asserted injuries flow from independent decisions of providers in other states whose legislatures

decided after Dobbs to enact “shield laws” for providers in their state.

1. Louisiana has not suffered a sovereign injury.

States have a cognizable interest in “the power to create and enforce a legal code.” Alfred
L. Snapp & Son, Inc v. Puerto Rico, 458 U.S. 592, 601 (1982). But “when speaking about the
sovereign’s interest in enforcing its laws, the Supreme Court has spoken about the state’s interest
in the [laws’] enforceability.” Harrison v. Jefferson Par. Sch. Bd., 78 F.4th 765, 772 (5th Cir.
2023) (emphasis in original); Maine v. Taylor, 477 U.S. 131, 137 (1986) (constitutional challenge
implicates state’s “interest in the continued enforceability of its” laws). The federal government

infringes that interest when it preempts state law or applies “pressure to change [it] in some sub-

stantial way.” Texas v. United States, 787 F.3d 733, 749 (5th Cir. 2015); see Texas v. United
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States, 809 F.3d 134, 153 (5th Cir. 2015) (holding Texas’s sovereign interests were impinged by
a federal law precluding states from “establish[ing] their own classifications” for immigration).
Nothing like that has occurred here. Louisiana agrees the 2023 REMS does not preempt
state laws prohibiting abortion. Pls. Br. 21 n.3; see GenBioPro, Inc. v. Raynes, 144 F.4th 258,
267, 276 (4th Cir. 2025) (the REMS “leav[es] the question of access to state governance’). Noth-
ing in the REMS undermines or “interferes with the state’s authority to enact or enforce restrictions
on medical abortion within its boundaries” or renders Louisiana’s abortion laws unenforceable.
Washington, 108 F.4th at 1177; see, e.g., Harrison, 78 F.4th at 770 (“for a sovereign interest” to
support standing, the defendant’s acts must result “in some tangible interference with [state’s]
authority to regulate or to enforce its laws”). Nor does the REMS “compel the State[] to require
or prohibit” any conduct or to change its laws. Printz v. United States, 521 U.S. 898, 924 (1997).
For this reason, Louisiana’s claims that “the 2023 REMS has functionally overridden Lou-
isiana’s pro-life laws” amounts to a complaint that the state has to expend state resources to pursue
its chosen policies. Pls. Br. 20 (emphasis added) (asserting pursuit of violations “result[s] in mon-
etary harm and depletion of resources”). But using state resources to pursue state policy is entirely
normal in our system of dual sovereignty—and it is the default for health and safety laws. See,
e.g., Medtronic, Inc. v. Lohr, 518 U.S. 470, 475 (1996) (protecting citizens’ “health and safety” is
“primarily” a “matter of local concern” (citation omitted)); GenBioPro, 144 F.4th at 271-272
(same). That does not undermine a law’s enforceability. States have no sovereign interest in
piggybacking on federal regulation to avoid having to commit resources to pursue their own goals.
Not surprisingly, then, a district court and the Ninth Circuit rejected the exact theory of
sovereign injury Louisiana offers. Faced with the same “sovereign authority” argument by Idaho
in another case about the mifepristone REMS, the Ninth Circuit explained a state’s general “inter-
est in the preservation of sovereign authority” does not confer “standing to challenge federal action
that affects state law enforcement indirectly, by making violations of state law more difficult or
costly to detect.” Washington, 108 F.4th at 1176. “[E]ven if the availability of retail and mail-

order dispensing does make mifepristone more difficult to police, [courts] have never held that a
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logistical burden on law enforcement constitutes a cognizable Article III injury.” Id. at 1177.

Plaintiffs’ invocation of Louisiana v. EEOC, 705 F. Supp. 3d 643 (W.D. La. 2024), cuts
against them. There, this Court confronted an EEOC rule requiring Louisiana to provide reason-
able accommodations for elective abortions in its capacity as an employer. Id. at 649-650. The
rule “directly regulated” Louisiana, preempted the States’s conflicting statutes, and, because Lou-
isiana faced potential penalties for non-compliance, imposed an “intrusion[] ... analogous to pres-
sure to change state law.” Id. at 653 (citation omitted). Nothing like that exists here. To the extent
Louisiana believes the 2023 REMS infringes on its sovereignty, it should “take th[ose] concerns
to the Executive and Legislative Branches”—not this Court. Alliance, 602 U.S. at 393.

2. Louisiana’s quasi-sovereign interests are not cognizable.

In its complaint—but not its preliminary injunction papers—Louisiana claims a related
“quasi-sovereign” injury to its citizens’ health and safety. Compl. 9 120-123. But a “‘State does
not have standing as parens patriae to bring an action against the Federal Government™ to vindi-
cate its citizens’ rights. Haaland v. Brackeen, 599 U.S. 255, 295 (2023) (quoting Snapp, 458 U.S.
at 610, n.16). A state’s “quasi-sovereign interests in its citizens’ health and well-being” is “wholly
derivative of the personal ... interests of its citizens and therefore not a valid quasi-sovereign in-
terest at all.” Paxton v. Dettelbach, 105 F.4th 708, 715-716 (5th Cir. 2024); accord Harrison, 78
F.4th 765 (rejecting similar quasi-sovereign standing theory).

Trying to evade that bar, Louisiana claims its “quasi-sovereign theory of harm” is not an
impermissible parens patriae suit because the state is merely “invoking its own sovereign right to
regulate for the protection of its citizens.” Compl. § 131. If so, this claimed injury is wholly
indistinguishable from its asserted “sovereign” interests—which is perhaps why Louisiana does
not raise it in its preliminary injunction brief. It fails for all the same reasons. Washington, 108
F.4th at 1178 (rejecting Idaho’s “quasi-sovereign” harm from 2023 REMS).

3. Louisiana’s allegations of economic harms are insufficient.

Louisiana’s last claim of injury is that it is “statistically certain” some women who take

mifepristone without receiving the drug at an in-person appointment will later seek emergency-
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room follow-up care in Louisiana, some of which might be state funded. Pls. Br. 22-23; Compl.
99 132-134, 148. This “downstream medical costs” theory is an even more attenuated version of
the “doctor standing” argument the Supreme Court unanimously rejected in Alliance—which is
why courts rejected this exact argument when Idaho made it. Washington, 108 F.4th at 1174.

As Alliance explained, the causal chain between FDA’s regulation of mifepristone and
downstream medical outcomes is highly “attenuated.” 602 U.S. at 390-393. And, “more to the
point, the law has never permitted doctors to challenge the government’s loosening of general
public safety requirements simply because more individuals might then show up at emergency
rooms or in doctors’ offices with follow-on injuries.” Id. at 391. Allowing “healthcare providers
to challenge general safety regulations as unlawfully lax would [thus] be an unprecedented” ex-
pansion of Article III requirements, and would have no “principled” endpoint. Id. at 391-392.

Louisiana cannot overcome this bar with anecdotal stories and statistics suggesting that it
may ultimately pay for those doctors’ services. Pls. Br. 22-23; e.g., Willis Decl., ECF 20-20 9
11-13 (asserting that “women who ingest mifepristone may end up in the emergency room” and
“[w]hen such women are covered by Medicaid,” such care may be paid for by the state); New
Decl., ECF No. 20-22 at 2-3 (opining on likelihood of Medicaid paying for care). The attenuated
causal chain that failed to satisfy Article III in Alliance cannot be overcome by adding more links.

Louisiana’s monetary theory also runs headlong into another problem. “[I]n our system of
dual federal and state sovereignty, federal policies frequently generate indirect effects on state
revenues or state spending.” Priorities, 599 U.S. at 680 n.3. So the Supreme Court has repeatedly
cautioned against granting states standing based on these kinds of downstream effects, which
would erode “bedrock Article III constraints.” Id.; see also California v. Texas, 593 U.S. 659,
675-678 (2021) (expressing skepticism of predictive effects on state budgets); Arizona v. Biden,
40 F.4th 375, 386 (6th Cir. 2022) (“peripheral costs imposed on States” not “cognizable”). This
is especially true “in the FDA drug-approval context,” where “virtually all drugs come with com-
plications, risks, and side effects.” Alliance, 602 U.S. at 392. Plaintiffs’ theory would grant states

standing to challenge a “limitless” array of agency decisions merely by (1) estimating how many
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Medicaid-enrolled residents may encounter a particular product—including, for drug products,
based on independent actions of health care providers—and thereafter seek medical care, and (2)
statistically quantifying how much treating each potential individual could cost. The Supreme
Court expressly cautioned against starting “down that uncharted path.” Id.; Summers v. Earth
Island Inst., 555 U.S. 488, 495, 497 (2009) (“statistical probability that some [plaintiffs] are threat-
ened with concrete injury” insufficient even if coupled with allegations of past harm).

Applying these standards, the Ninth Circuit correctly held that alleged “economic injury in
the form of increased costs to the state’s Medicaid system” does not give states standing to chal-
lenge the 2023 REMS. Washington, 108 F.4th at 1174. There are simply too many independent
and attenuated links in the causal chain. /d. Louisiana ignores this decision. Instead, it claims
that pro-life states like Louisiana were the “object” of the 2023 REMS in a post-Dobbs world. Pls.
Br. 18 (quoting Diamond Alt. Energy, LLC v. EPA, 606 U.S. 100 (2025)). But the 2023 REMS
formalized a non-enforcement policy FDA first put in place in early 2021, and FDA directed Danco
to submit a SNDA consistent with that policy that same year—well before the June 2022 Dobbs
decision or any statements Plaintiffs quote from various federal officials after Dobbs. See, e.g.,
Pls. Br. 4. In any event, the Supreme Court in Diamond did not adopt a new, lesser causation
standard for entities that are the “object” of a regulation. Diamond, 606 U.S. at 115. Rather, it
found that plaintiffs there satisfied the Alliance standard because their asserted injuries as fuel
producers were only one step removed from California’s regulations. /d. at 117-118. Not so here.

Nor are Louisiana’s claimed Medicaid expenditures analogous to standing theories that
courts have accepted in the immigration context. Pls. Br. 21 (citing cases). In each of those in-
stances, federal action increased or decreased the overall population that was eligible for state
benefits—so it did not require conjecture to estimate increased costs to states. E.g., Texas v. United
States, 126 F.4th 392, 411 n.22 (5th Cir. 2025) (“By conferring lawful presence, DACA makes
recipients eligible for a variety of state and federal benefits”); Texas, 787 F.3d at 752 (holding the
challenged federal “program would have a direct and predictable effect on the state’s driver’s li-

cense regime” by increasing the eligible population); Dep’t of Com. v. New York, 588 U.S. 752,
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767 (2019) (likely undercount of certain households in a census containing a citizenship question
would lead states to lose federal funds calculated on the basis of population). Here, however,
FDA’s action does not increase the overall population of Louisiana residents eligible for Medicaid,
which is why Louisiana must engage in a gymnastics routine to estimate how utilization of Medi-
caid may affect costs.> That is a categorically different sort of claim because it relies on far more
layers of speculation about the actions of independent third parties—and flouts the Supreme
Court’s admonition in the Alliance and Priorities decisions.

4. Louisiana’s asserted injuries are not traceable to FDA'’s action.

Louisiana has also not shown that its asserted injuries are traceable to the 2023 REMS for
another reason. In Plaintiffs own telling, all of Louisiana’s claimed injuries derive from “doctors
in states like New York and California” who “prescribe and mail FDA-approved mifepristone into
pro-life states” like Louisiana. Pls. Br. 1. But the 2023 REMS does not require those doctors to
prescribe mifepristone, nor direct states to shield their identities. FDA—by Congressional de-
sign—considers only whether a REMS should be modified to “ensure the benefits of the drug
outweigh the risks” and to “minimize the burden on the health care delivery system of complying”
with the REMS. 21 U.S.C. § 355-1(g)(4)(B). As aresult, Louisiana’s asserted injuries are trace-
able to the “unfettered choices made by independent” actors—i.e., medical providers in other states
who ship mifepristone in reliance on shield laws that Louisiana’s co-equal states have enacted.
Clapper v. Amnesty Int’l USA, 568 U.S. 398, 414 & n.5 (2013) (quotations omitted).

Louisiana’s complaint and brief repeatedly make clear that it is out-of-state medical pro-
viders’ independent actions under these competing out-of-state laws that frustrate Louisiana’s as-
serted interests in enforcing its abortion restrictions and impose the alleged costs. E.g., Pls. Br. 1,
5, 6, 7; Compl. qq 4-10, 80-107. FDA has not enforced in-person dispensing since April 2021.
Supra, p.3. The Supreme Court decided Dobbs in June 2022. Yet the #WeCount Report on which

Louisiana relies shows that neither of these events precipitated an increase in medication abortion

3 Unlike in the immigration cases, Louisiana also expressly disclaims reliance on “special solici-
tude” for its standing analysis. Pls.” Br. at 21 n.4.

10
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in Louisiana; that changed with the enactment of shield laws in 2023. See ECF No. 20-2 at 9
(marking increase in telehealth abortions in Q3 2023, when “[p]rovision under US shield laws
begins”); Compl. 4 85 (same). Louisiana’s brief charts this effect in stark form. Pls. Br. 1-2.

Louisiana dismisses these shield laws as a “redressability” issue that would be resolved if
this Court enjoined the REMS and thereby eliminated the option of independent actors making
independent choices from other states. Id. at 25. That approach is backwards: Courts evaluate
causation through a forward-facing lens, assessing whether an unregulated plaintiff has demon-
strated that independent third-parties would “likely react in predictable ways that in turn will likely
injure the plaintiffs.” Alliance, 602 U.S. at 383 (quotation marks omitted). Just as the Supreme
Court rejected a statistical probability argument in A/liance, this Court should too where there is
an even longer daisy chain of independent actors at play. Indeed, Louisiana offers no evidentiary
basis for this Court to find that other states’ adoption of “shield” laws after Dobbs was a predictable
effect of FDA formalizing the April 2021 non-enforcement policy.

Further, and just as importantly, the same principles of state sovereignty that Louisiana
claims to want to vindicate preclude courts from blithely assuming how co-equal sovereigns will
respond to FDA’s relaxed regulation. And the Supreme Court has found causation wanting in the
absence of that showing—even in cases where an injunction could have arguably remedied the
injury. See, e.g., Clapper, 568 U.S. at 414 (fact that government program made surveillance pos-
sible did not mean that plaintiffs were injured by it); Ariz. Christian Sch. Tuition Org. v. Winn, 563
U.S. 125 (2011) (taxpayers lacked standing to challenge tax credits benefitting religious schools
when private individuals decided how to use credits).

Simply put, Louisiana’s claimed injuries are “not fairly traceable” to FDA because “inter-
vening, independent act[s]” of third parties are “a necessary condition.” Texas, 787 F.3d at 752.

B. Louisiana Lacks Standing For Count II For Additional Reasons.

Louisiana has an additional redressability problem with its claim that the 2023 REMS con-
travenes the Comstock Act, 18 U.S.C. § 1461. Pls. Br. 13-14. On its face, this claim seeks to

compel FDA to enforce a criminal statute. But requests that the Executive exercise enforcement

11
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in a particular way are not “traditionally thought to be capable of resolution through the judicial
process.” Priorities, 599 U.S. at 676 (quotes and citations omitted). Even when a state seeks to
press an APA challenge on the ground that an agency decision does not comport with “statutory
[] mandates,” id., the claim is unreviewable if it would functionally direct the Executive’s “en-
forcement” of criminal prohibitions. Id. at 678-681; see, e.g., Taylor, 477 U.S. at 137 (“private
parties, and perhaps even separate sovereigns, have no legally cognizable interest in the prosecu-
torial decisions of the Federal Government™); Heckler v. Chaney, 470 U.S. 821, 831 (1985) (rec-
ognizing “general unsuitability for judicial review of agency [non-enforcement] decisions”).

This principle is all the more true here, where Count II seeks to judicially compel FDA to
enforce a criminal statute through the terms of a drug’s REMS—which is beyond the factors Con-
gress expressly directed FDA to consider in the REMS provision. See infra p. 21. This type of
request is not redressable where, as here, the 2023 REMS does not purport to immunize people
from any liability flowing from federal or state laws, determine the validity of other laws, or entitle
anyone to federal or state benefits. Priorities, 599 U.S. at 683 (suggesting standing analysis
“could” differ where Executive provides “legal benefits or legal status™); Texas, 809 F.3d at 154
(“nonprosecution” is distinct from “nonprosecution and the conferral of benefits™). “If the Court
green-lighted this suit,” it would be opening the floodgates for Courts to override Congress’s ex-
press directions regarding REMS, all based on “alleged Executive Branch under-enforcement” of
some other law that Congress tasked to a different agency. Priorities, 599 U.S. at 681.

C. Ms. Markezich Lacks Standing.

Ms. Markezich likewise lacks standing. She alleges that her ex-boyfriend previously co-
erced her into taking mifepristone that a California physician prescribed and sent through the mail.
ECF Nos. 1 99 150-153; 1-92 499, 11-14. But there is no allegation that she will be coerced to do
so in the future, and a claim of “[p]ast wrongs” cannot support standing to seek an injunction. City
of Los Angeles v. Lyons, 461 U.S. 95, 102 (1983). Rather, to seek “injunctive and declaratory
relief,” a plaintiff must instead point to some “continuing or threatened future injury” that is “‘im-
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minent,”” not speculative or theoretical—and “must also show that there is a substantial risk that

12
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they will suffer” the injury “absent their requested relief.” Stringer v. Whitley, 942 F.3d 715, 720
(5th Cir. 2019) (quoting Clapper, 568 U.S. at 409).

Nothing in the Complaint suggests that Ms. Markezich is likely to be coerced into obtaining
an unwanted medication abortion again. She is no longer in a relationship with her ex-boyfriend
and does not allege that she intends to become pregnant again with a partner who will pressure her
to make a decision she does not want to make. ECF No. 1-92. It is not imminent, concrete, or
non-hypothetical that Ms. Markezich will face the same complex series of events and circum-
stances that she says happened in the past. See, e.g., Attala Cnty. NAACP v. Evans, 37 F.4th 1038,
1044-45 (5th Cir. 2022) (“The likelihood of difficulties for the Plaintiffs ... are much less immi-
nent” where they involve multiple steps in a causal chain, some of which are “infrequent[t]”). Put
simply, based on Ms. Markezich’s declaration, “it is untenable to assert” that the same set of cir-
cumstances would play out in the same fashion a second time. See Lyons, 461 U.S. at 108.*

Without a showing that she faces an “actual or imminent”—as opposed to “speculative”—
future injury, Ms. Markezich lacks Article III standing. Alliance, 602 U.S. at 383.

I1. Plaintiffs Fail To Satisfy Threshold APA Requirements.

Because Plaintiffs sue under the APA, they must also show that the interests they assert are
“‘arguably within the [FDCA’s] zone of interests,” Match-E-Be-Nash-She-Wish Band of Potta-
watomi Indians v. Patchak, 567 U.S. 209, 224 (2012) (citation omitted), and that they exhausted

the appropriate administrative remedies. Plaintiffs can make neither showing.
A. Plaintiffs Are Outside The Statutory Zones Of Interest.

The zone-of-interests test asks “whether Congress ‘intended for a particular class of plain-
tiffs to be relied upon to challenge agency disregard of the law.”” Clarke v. Sec. Indus. Ass’'n, 479

U.S. 388, 399 (1987) (citation modified). Thus, a court must analyze the relationship between “the

4 To the extent the “mental-health effects from the trauma [Ms. Markezich] experienced” are a
continuing injury, Compl. 9 154, it is not redressable by an injunction here. See Lyons, 461 U.S.
at 107 n.8 (“The emotional consequences of a prior act simply are not a sufficient basis for an
injunction absent a real and immediate threat of future injury[.]”); Steel Co v. Citizens for a Better
Env’t, 523 U.S. 83, 103 n.5 (1998) (similar).

13
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injury [the plaintiff] complains of” and the specific “statutory provision whose violation forms the
legal basis for [the] complaint.” Bennett v. Spear, 520 U.S. 154, 176 (1997). The test is not
“especially demanding,” but it forecloses suit when an unregulated “plaintiff’s ‘interests are [only]
marginally related to or inconsistent with the purposes implicit in the statute.”” Patchak, 567 U.S.
at 225 (quoting Clarke, 479 U.S. at 399).

Neither Plaintiff falls within the Comstock Act’s zone of interests. The Act is a federal
criminal statute, which is not being enforced against Plaintiffs—and Plaintiffs do not have an in-
terest in having it enforced against others. See, e.g., Priorities, 599 U.S. at 677 (“a party ‘lacks a

299

judicially cognizable interest in the prosecution ... of another.”” (citation omitted)); see also Town
of Castle Rock v. Gonzales, 545 U.S. 748, 768 (2005). Further, unlike other contexts, such as
immigration—where Congress “has explicitly allowed states to” limit their costs by refusing “ben-
efits to illegal aliens”—Comstock envisions no role or participation by states. Texas, 809 F.3d at
163. Indeed, whatever the parties’ disputes about the Act’s meaning and applicability, see infra
p. 21-22, Plaintiffs do not allege it was designed to protect states’ sovereign, quasi-sovereign, or
economic interests. See Pls. Br. 13-14; Compl. 9 14, 30, 172-175. And permitting state or private
parties to seek enforcement of a federal criminal law is far “more likely to frustrate ... statutory
objectives” by interfering with the Executive’s enforcement discretion and fracturing a uniform
federal regime. Scheduled Airlines Traffic Off. v. DOD, 87 F.3d 1356, 1359 (D.C. Cir. 1996).
Similarly, Louisiana does not fall within the zone of interests of the FDCA’s REMS pro-
vision, 21 U.S.C. § 355-1. That provision authorizes FDA to impose use restrictions when the
agency finds such restrictions are necessary to “ensure the benefits of the drug outweigh the risks,”
21 U.S.C. § 355-1(a)(1); requires periodic assessments of any imposed use restrictions, id. § 355-
1(c), (g)(2)-(3); and directs FDA to modify use restrictions based on the benefit-risk balance and
to “minimize the burden on the health care delivery system of complying with the [REMS],” id.
§ 355-1(g)(4)(B). This framework was designed to safeguard and advance public health by pro-

tecting consumers taking drugs that are found to have specific risks. Noticeably absent is an intent

to protect states that want to restrict access to FDA approved drugs. Nor does the REMS statute
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attempt to regulate Medicaid expenditures. See Ass’n of Am. Physicians and Surgeons, Inc. v.
FDA, 539 F. Supp. 2d 4, 18 (D.D.C. 2008) (rejecting plaintiffs’ standing argument because “al-
leged competitive and economic injuries do not fall within the [FDCA’s] zone of interests”™).

At best, then, Louisiana’s asserted interests have nothing to do with the FDCA’s purposes.
See, e.g., Compl. 4 80, 84, 94 (asking for “change in federal regulation” to protect “state pro-life
laws”). More realistically, allowing the state to pursue its interests in enforcing abortion re-
strictions via this suit would “‘severely disrupt” the FDCA’s “complex and delicate administrative
scheme.’” Clarke, 479 U.S. at 399 (citation omitted).

B. Plaintiffs Failed To Exhaust Administrative Remedies.

An “aggrieved party” must also “exhaust[ ] all administrative remedies expressly pre-
scribed” before seeking APA review. Darby v. Cisneros, 509 U.S. 137, 146, 153 (1993). FDA’s
regulations mandate that any request for FDA to “take or refrain from taking any form of admin-
istrative action must first be the subject of a final administrative decision based on a [citizen]
petition” before suit is filed. 21 C.F.R. § 10.45(b); see id. § 10.25(a). Plaintiffs never filed a
citizen petition regarding either the 2023 REMS or the 2021 non-enforcement decision on the same
topic. Courts routinely dismiss suits in such circumstances. See, e.g., Ctr. for Food Safety v.
Hamburg, 696 F. App’x 302, 303 (9th Cir. 2017); Cody Lab’ys, Inc. v. Sebelius, 446 F. App’x 964,
969 (10th Cir. 2011); Ass’n of Am. Physicians & Surgeons v. FDA, 358 F. App’x 179, 180-181
(D.C. Cir. 2009). This Court should do the same.

The Fifth Circuit previously concluded that exhausting a challenge to the 2021 non-en-
forcement decision would have been futile because FDA (1) rejected a similar argument in re-
sponse to a 2019 citizen petition challenging the 2016 changes and (2) “formalized” the non-en-
forcement policy in the 2023 REMS. All. for Hippocratic Med. v. FDA, 78 F.4th 210, 255 (5th
Cir. 2023) (citing Tesoro Refin. & Mktg. Co. v. FERC, 552 F.3d 868, 874 (D.C. Cir. 2009)), rev’d,
602 U.S. 367 (2024). But the futility “exception is quite restricted,” and should be applied only in
the “exceptional” case when there is “a certainty of an adverse decision”; that “an unfavorable

decision [is] highly likely” does not suffice. Tesoro, 552 F.3d at 874 (quotations omitted). The
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2019 petition did not raise the core issues that Plaintiffs say infect FDA’s 2023 REMS: the alleged
conflict with the adverse event data, supposed concerns about the underlying studies on which
FDA relied, or the claimed Comstock Act problem. See Pls. Br. 10-14. Plaintiffs cannot know
how FDA would respond to arguments it never considered.” So exhaustion would not be futile.
III.  This Dispute Is Not Ripe.

Beyond these threshold defects, FDA’s recent “decision to review the REMS for mifepris-
tone” also renders Plaintiffs’ claims unripe. ECF No. 50-1 at 1. “A case becomes ripe when it
‘would not benefit from any further factual development and when the court would be in no better
position to adjudicate the issues in the future than it is now.”” DM Arbor Ct., Ltd. v. City of Hou-
ston, 988 F.3d 215, 218 (5th Cir. 2021) (citation omitted). Yet further factual development is
exactly what FDA is seeking: its motion to stay asserts that, given the recent litigation and “nu-
merous citizen petitions,” it wishes “to reconsider the restrictions on mifepristone based on all the
evidence before the agency.” ECF No. 50-1 at 2-3. In FDA’s own words, this “review may elim-
inate any need for the Court’s” intervention—presumably because the agency could decide to re-
impose the kinds of restrictions Plaintiffs are seeking or to analyze the underlying data in a way
that satisfies Plaintiffs. /d. at 10. This alone justifies “withholding court consideration.” Choice
Inc. of Tex. v. Greenstein, 691 F.3d 710, 715 (5th Cir. 2012) (citation omitted).

FDA views the current uncertainty about its ultimate decision as favoring a stay of pro-
ceedings. ECF No. 50-1 at 9-12. Such a stay was appropriate in the cases FDA cites, where an
agency took some action after litigation commenced. Id. (citing Purcell, 2025 WL 3101785).
Here, however, Plaintiffs waited years and filed this suit affer FDA already announced that it was
reviewing the 2023 REMS. See ECF No. 50-1 at 7-8 (FDA review announced on September 19,

2025). This delay makes abundantly clear that the “key considerations” of ripeness—*“the fitness

> Numerous high-quality studies post-dating FDA’s decision confirm its wisdom, which FDA
could have considered had Plaintiffs raised these issues. See, e.g., ACOG, Citizen Pet. 7-9 (Jan.
31, 2025), https://tinyurl.com/4e2483w7 (collecting studies). That FDA 1is currently considering
these arguments in response to citizen petitions, the Purcell remand, and Secretary Kennedy’s own
initiative, underscores that Plaintiffs do not know what FDA would have done had they exhausted
their claims. See FDA Br. 7 & n.3.
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of the issues for judicial decision and the hardship to the parties of withholding court considera-
tion”—favor dismissal. Greenstein, 691 F.3d at 715 (citation modified).
IV.  Plaintiffs’ Claims Fail On The Merits.

A. Plaintiffs’ Arbitrary And Capricious Claims Fail.

Arbitrary-and-capricious review is narrow and “deferential.” FCC v. Prometheus Radio
Project, 592 U.S. 414, 426 (2021). “[A] court may not substitute its own policy judgment for that
of the agency”; its role is “simply” to determine whether the agency “acted within a zone of rea-
sonableness.” Id. at 423. That is doubly true on issues that “require[] a high level of technical
expertise,” Kleppe v. Sierra Club, 427 U.S. 390, 412 (1976), where “a reviewing court must gen-
erally be at its most deferential,” Balt. Gas & Elec. Co. v. NRDC, Inc., 462 U.S. 87, 103 (1983).
FDA’s 2023 REMS modification clears this low bar.

To begin, the Court cannot properly evaluate this claim absent the administrative record.
See, e.g., Vt. Yankee Nuclear Power Corp. v. NRDC, 435 U.S. 519, 549, 553 (1978) (under arbi-
trary-and-capricious review, agency’s decision “stand[s] or fall[s] ... on the administrative rec-
ord’”). Judicial review of whether the agency properly considered the evidence before it must be
“based on the full administrative record” before the agency at the time of its decision. Citizens to
Pres. Overton Park, Inc. v. Volpe, 401 U.S. 402,420 (1971), abrogated on other grounds, Califano
v. Sanders, 430 U.S. 99 (1977). Granting a preliminary injunction on arbitrary-and-capricious
grounds inherently relies on “speculat[ion]” about the “basis” for “the agency action the plaintiff
seeks to enjoin.” Am. Bioscience, Inc. v. Thompson, 243 F.3d 579, 580-582 (D.C. Cir. 2001).

For similar reasons, Plaintiffs are also wrong to suggest the Fifth Circuit already “decided”
that FDA acted arbitrarily. Pls. Br. 9. Like this Court, the Fifth Circuit lacked the underlying
administrative record, so it could not have come to a definitive conclusion. Further, the Supreme
Court reversed the Fifth Circuit’s decision for lack of standing, meaning the Fifth Circuit never
had jurisdiction to reach the merits. See, e.g., Ctr. for Biological Diversity v. EPA, 937 F.3d 533,
545 (5th Cir. 2019). And the fact that some judges previously expressed their views on the merits

does not mean they were correct. See, e.g., Alliance, 602 U.S. at 380-396.
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The record, such as it is here, reveals why.® In December 2021, FDA reviewed the then-
existing post-marketing and study data to analyze whether mifepristone could safely be used with-
out in-person dispensing and whether in-person dispensing was “unduly burdensome on patient
access.” See 21 U.S.C. § 355-1(f)(1), (H(2)(C), (g)(4)(B). FDA compared adverse reports in the
period when in-person dispensing was enforced against data from eleven months when it was
not—and found no difference. ECF No. 1-50 at 62-65. FDA also conducted a “comprehensive
review of the published literature,” id. at 45, including three studies permitting pharmacy dispens-
ing through mail, one of which showed a mere 0.9% of women experienced an adverse event after
taking mifepristone, id. at 67-69. These studies supported finding “that the efficacy of medical
abortion is maintained with mail order pharmacy dispensing.” Id. at 69. In addition, FDA exam-
ined five studies allowing clinic dispensing by mail, which further “support that dispensing by
mail is safe and effective.” Id. at 69-75. Exercising its expert judgment, FDA determined this
evidence collectively showed the “benefits of” lifting the in-person dispensing requirement “out-
weigh[ed] the risks.” Id. at 11.

Plaintiffs urge this Court to ignore the “particular judicial deference” owed to agencies on
scientific matters and second-guess FDA’s judgment. Atchafalaya Basinkeeper v. U.S. Army
Corps of Eng’rs, 894 F.3d 692, 701 (5th Cir. 2018). First, they contend that FDA could not rely

299

on the lack of adverse events reported in FDA’s database because FDA “‘eliminat[ed]’”” mandatory
reporting in 2016 for non-fatal adverse events, leaving in place only “voluntary” reporting. Pls.
Br. 10-11 (quoting A/l for Hippocratic Med. v. FDA, No. 23-10362, 2023 WL 2913725, at *17
(5th Cir. 2023)). This misunderstands the adverse-event-reporting system that FDA uses for vir-

tually all drugs. Anyone can still report any adverse events to FDA or to Danco, and Danco must

pass those reports on to FDA.” In this sense, Mifeprex adverse-event reporting is the same as for

® No record as to the 2023 REMS was before the Fifth Circuit, nor is it before this Court.

7 From 2000 to 2016, Mifeprex prescribers had to report all serious adverse events. In 2016,
consistent with 15 years of data demonstrating Mifeprex’s proven track record across more than
2.5 million patients, FDA concluded that mandatory reporting was necessary only for fatalities.
ECF No. 1-11 at 12. FDA relied on data and literature showing that serious adverse events were
very rare, generally far below 1% for any individual event. /d. at 12-13. Notably, only seven of
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virtually all FDA approved drugs: Danco is affirmatively required to report every adverse event
that it learns of from any source to FDA. See Long Decl. 4 18-19; 21 C.F.R. §§ 314.80, 314.81.

As with all drugs, FDA looks at the voluntary adverse event reporting data as one of the
mechanisms for the agency to identify trends suggesting safety issues it should investigate. It also
looks to scientific literature and, where there is a REMS, to the required REMS “assessments” that
the drug’s sponsor must provide to FDA at regular intervals, 21 U.S.C. § 355-1(d), (g)(2)(B)-(C).
That adverse event reporting does not capture every single adverse event is well known. Indeed,
it “is not unusual” for agencies to act without “perfect empirical or statistical data.” Prometheus,
592 U.S. at 427. And FDA routinely relies on adverse event data (or the lack thereof) that is
voluntarily reported to relax or discontinue a REMS over time. E.g., FDA, Lotronex sNDA Ap-
proval 2 (Sept. 8, 2023), https://tinyurl.com/bdh82ftc. If voluntary reporting were insufficient for
FDA to make REMS-related decisions, virtually every REMS modification would be unlawful.
FDA Scholars Br. 24-25, All. for Hippocratic Med. v. FDA, No. 23-235, 2024 WL 400099 (5th
Cir. Jan. 30, 2024). Plaintiffs do not justify such a radical standard.

Second, Plaintiffs fault FDA for supposedly ignoring the scientific literature, claiming that
FDA “conceded that ‘the studies neither confirmed nor rejected’” lifting the in-person dispensing
requirement, Pls. Br. 13 (quoting Alliance, 78 F.4th at 250). This is wrong. FDA explicitly said
its conclusion was “supported by [its] review of the published literature.” ECF No. 1-10 at 26.
The Fifth Circuit’s decision critiquing this analysis rests on the flawed premise that agencies can-
not act absent perfect data. But even an agency decision that relies on the absence of data can be
upheld, if the agency makes a “reasonable predictive judgment.” Prometheus, 592 U.S. at 427.
That is what happened here. FDA reviewed the data and—based on the lack of real-world adverse
events and several supporting studies—reasonably predicted that the in-person dispensing require-
ment could be “modified ... without compromising patient safety.” ECF No. 1-10 at 23. Echoing

the Fifth Circuit, Plaintiffs criticize FDA for relying on these studies despite “recogniz[ing]” their

71 REMS programs mandate adverse-event reporting of deaths. See FDA, Approved Risk Evalu-
ation and Mitigation Strategies (REMS), https://tinyurl.com/yx34edph (last visited Feb. 3, 2026).
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limitations. Pls. Br. 13 n.2 (quoting Alliance, 78 F.4th at 250). But an agency should candidly
acknowledge the “limitations” of its data and “carefully explain[] why its limited reliance on [that
data] was justified”—far from being arbitrary and capricious, that is what the APA demands. In
re Polar Bear ESA Listing & Section 4(d) Rule Litig., 709 F.3d 1, 14 (D.C. Cir. 2013).

Plaintiffs also wrongly suggest that FDA erred on the science itself. Pls. Br. 13 n.2; see
also Cytori Therapeutics, Inc. v. FDA, 715 F.3d 922, 927 (D.C. Cir. 2013) (Kavanaugh, J.) (courts
are “ill-equipped to second-guess” FDA’s “scientific judgment”). Plaintiffs protest that some stud-
ies involving clinic dispensing by mail showed there could be “more frequent ED/urgent care vis-
its” without in-person dispensing, and that “FDA’s only response ... was a nonanswer.” Pls. Br.
13 n.2; see ECF Nos. 1-10 at 35, 1-50 at 75.% In fact, FDA provided four explanations: (1) the
Mifeprex label reports only emergency department (ED) visits, and the increased frequency could
result from “reporting of combined ED and urgent care visits”; (2) “a substantial proportion of
participants lived significant distances from their providers,” potentially leading to “higher use of
ED[s]”; (3) “half of the ED/urgent care visits did not entail any medical treatment”; and (4) there
were no increases in other serious adverse events. ECF No. 1-50 at 70, 73, 75. No study involving
pharmacy dispensing by mail showed ER visits above the labeled frequency. /d. at 67-69. In other

99 ¢¢

words, FDA “examined the relevant data,” “extrapolate[d] from” it to draw ““a reasonable infer-
ence,” and “articulated a satisfactory explanation” for why the higher combined rate of ED/urgent
care visits did not justify requiring burdensome and otherwise unnecessary in-person dispensing.
FDA v. Wages & White Lion Invs., L.L.C., 604 U.S. 542, 567, 586 (2025) (brackets and citation
omitted). No more is required.

B. Plaintiffs’ Comstock Arguments Also Fail.

Plaintiffs’ claim that the 2023 REMS violates the Comstock Act fails twice over. First,

like any agency, FDA has only the authority Congress granted it. FDA v. Brown & Williamson

8 Plaintiffs cite (at 13 n.2) a study showing 1 in 8 women had “unplanned clinical encounters,”
meaning “in-person medical care” that was not pre-planned, ECF No. 1-50 at 72. Comparing that
to ER visits is like comparing apples and oranges, hence why FDA did not do so.
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Tobacco Corp., 529 U.S. 120, 126, 161 (2000). When regulating drugs, FDA’s responsibility is
to “protect the public health by ensuring that ... [the drug is] safe and effective” under the proposed
conditions of use. 21 U.S.C. § 393(b)(2); see id. § 355(b)(1)(A)(1), (d); Merck Sharp & Dohme
Corp. v. Albrecht, 587 U.S. 299, 302 (2019). This requires FDA to, among other things, evaluate
scientific evidence and real-world data. See, e.g., 21 C.F.R. § 314; FDA, How Drugs are Devel-
oped and Approved, https://tinyurl.com/3va9946s (last updated Oct. 24, 2022). The REMS frame-
work is similarly focused on safety and efficacy, allowing FDA to attach such conditions only if
“necessary to ensure that the benefits of the drug outweigh the risks.” 21 U.S.C. § 355-1(a)(1).

Nothing in this framework indicates that Congress intended or authorized FDA to consider
whether a drug’s distribution might be restricted under other laws administered by another entity.
Id. § 355(d). Nor has FDA interpreted the FDCA to permit that. 21 C.F.R. §314.125(b) (reasons
to deny applications). FDA routinely and validly approves drugs that are subject to restrictions
under other statutes or regulations that FDA does not administer, like fentanyl, methadone, and
alprazolam, all of which are subject to the Controlled Substances Act. 21 U.S.C. § 812; see id.
§§ 811(a), 841(a)(1), 844(a). Whatever the scope of the Comstock Act’s prohibitions, Congress
assigned it no role within the FDCA or REMS framework. Imposing a REMS based on Comstock
would amount to relying on “factors which Congress has not intended [FDA] to consider,” render-
ing its decision invalid. Motor Vehicle Mfrs. v. State Farm Mut. Auto. Ins., 463 U.S. 29, 43 (1983).

Plaintiffs take out of context the Supreme Court’s statement in FCC v. NextWave Personal
Communications Inc. that the APA requires agencies to follow “any law and not merely those laws
that the agency itself is charged with administering.” 537 U.S. 293, 300 (2003). The Court’s point
was that an agency could not violate law applicable fo that agency—there, a provision of the Bank-
ruptcy Code prohibiting any “governmental unit[s]” from taking the very action the FCC had
taken. See id. at 300-301; 11 U.S.C. §525(a). Here, no law requires or permits FDA to formulate
a REMS around Comstock.

Second, courts have long recognized that the Comstock Act prohibits only the distribution

of items intended to produce unlawful abortions. See Bours v. United States, 229 F. 960, 964-965
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(7th Cir. 1915); Youngs Rubber Corp. v. C.1. Lee & Co., 45 F.2d 103, 107-108 (2d Cir. 1930);
Davis v. United States, 62 F.2d 473, 474-475 (6th Cir. 1933); United States v. One Package, 86
F.2d 737, 738-739 (2d Cir. 1936); United States v. Nicholas, 97 F.2d 510, 512 (2d Cir. 1938);
Consumers Union of United States v. Walker, 145 F.2d 33, 33, 35 (D.C. Cir. 1944); see Poe v.
Ullman, 367 U.S. 497, 546 n.12 (1961) (Harlan, J., dissenting) (noting “judicial interpretation”
that Comstock’s “absolute prohibitions ... exclude professional medical use). Congress ratified
that established construction by repeatedly amending the Act without material change after that
construction had been called to Congress’s attention in a 1948 Historical and Revision Note. See
Off. of Legal Counsel, Application of the Comstock Act, 46 Op. O.L.C.__, slip op. at 12-15 (Dec.
23, 2022), https://perma.cc/TZ98-5T46; 18 U.S.C. § 1461 note; see also Ex parte Collett, 337 U.S.
55, 71 (1949) (“flatly reject[ing]” argument that “Congress did not appreciate what it was enact-
ing” in light of similar note).

Congress also repeatedly amended the FDCA without limiting FDA’s authority to approve
the types of drugs enumerated in the Comstock Act—including, most recently, in 2007, when
Congress “deemed” drugs like mifepristone to have an enforceable REMS. FDAAA § 909(b), 121
Stat. 823, 950-951 (2007). Congress was well aware that by doing so, it was authorizing mifepris-
tone’s distribution system to continue. See, e.g., 153 Cong. Rec. S5765 (daily ed. May 9, 2007)
(Sen. Coburn recognizing that mifepristone “is deemed to have a REMS and is subject to periodic
review”). The “plain import” of this decision is that the Comstock Act does not bar those same
activities. See Dorsey v. United States, 567 U.S. 260, 274-275 (2012).

Plaintiffs do not wrestle with any of this. Instead, they cite to the Fifth Circuit’s stay deci-
sion in Alliance suggesting a different interpretation, and Judge Ho’s separate opinion. Pls. Br.
13-14. But these opinions lack precedential value following the Supreme Court’s holding that
plaintiffs lacked standing. And, respectfully, they are not persuasive. Making it a federal crime
to mail drugs for lawful medical purposes contravenes nearly a century of precedent and all indicia
of Congressional intent. It would also significantly interfere with states’ traditional power to enact

their own “health and welfare laws.” Dobbs, 597 U.S. at 301; see Medtronic, 518 U.S. at 485
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(because of “federalism concerns and the historic primacy of state regulation of matters of health
and safety,” courts “start with the assumption” that Congress does not intrude on states’ “historic
police powers” (citation modified)). Any such interpretation should be rejected.

V. The Remaining Equitable Factors Weigh Decisively Against Plaintiffs

Plaintiffs also come up short on the remaining equitable factors. They claim to seek a
§ 705 “stay,” but they plainly ask for a preliminary injunction. See, e.g., Pls. Br. 8.° The “limited
purpose” of such relief “is merely to preserve the relative positions of the parties until a trial on
the merits can be held.” Univ. of Tex. v. Camenisch, 451 U.S. 390, 395 (1981). Yet Plaintiffs are
asking the Court to upend the status quo that has been in place for nearly five years. Plaintiffs do
not come close to justifying that extraordinarily disruptive result.

As a threshold matter, even if the harm that Plaintiffs assert could establish standing, they
have failed to make the “clear showing” of irreparable harm required for this “extraordinary and
drastic remedy.” Mazurek v. Armstrong, 520 U.S. 968, 972 (1997) (citation modified); see Tate v.
Am. Tugs, Inc., 634 F.2d 869, 870 (5th Cir. 1981) (irreparable injury is “indispensable prerequisite”
to preliminary injunction). Their own litigation conduct confirms it. “[A] party requesting a pre-
liminary injunction must generally show reasonable diligence.” Benisek v. Lamone, 585 U.S. 155,
159 (2018) (per curiam). But Plaintiffs waited two years after the 2023 REMS was approved—
and nearly five years after FDA first implemented the relevant policy—to bring suit. And they
waited two more months before seeking a preliminary injunction.!® Courts regularly deny relief
after delays measured in months, let alone years. See, e.g., W. Surety Co. v. PASI of LA, Inc., 334
F. Supp. 3d 764, 800-801 (M.D. La. 2018) (246 days); BeatStars, Inc., v. Space Ape Ltd., 624 F.
Supp. 3d 681, 688-689 (W.D. Tex. 2022) (nine months, and collecting cases); Atchafalaya
Basinkeeper v. U.S. Army Corps of Eng’rs, No. 18-cv-23, 2019 WL 491312, at *2 (M.D. La. Feb.

? Indeed, it makes little sense to “postpone the effective date of an agency action” that has been
in effect for more than two years. 5 U.S.C. § 705; see FDA Br. 11.

10" Plaintiffs claim that relief is needed now because FDA has not yet completed its mifepristone

review. Pls. Br. 8. But FDA’s internal deliberations cannot excuse Plaintiffs’ tactical decisions.
That review, when completed, will stand or fall based on the merit of its reasoning—not its timing.
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7, 2019) (ten months); AMID, Inc., v. Medic Alert Found. U.S., 241 F. Supp. 3d 788 (S.D. Tex.
2017) (“Courts are hesitant to manufacture a sense of urgency that is not supported by plaintiff’s
own conduct.” (quotation omitted)); Crossover Mkt. LLC v. Newell, No. 21-cv-640, 2022 WL
1797359 (W.D. Tex. Jan. 12, 2022) (five months). If nothing else, Plaintiffs’ delay “militates
against the issuance of a preliminary injunction by demonstrating that there is no apparent urgency
to the[ir] request.” Symetra Life Ins. Co. v. Rapid Settlements Ltd., 612 F. Supp. 2d 759, 774 (S.D.
Tex. 2007); Pastel Cartel, LLC v. FDA, No. 23-cv-1010, 2023 WL 9503484, at *4 (W.D. Tex.
Dec. 14, 2023) (irreparable harm absent where plaintiff waited six weeks after filing “to request a
preliminary injunction”).

On the other hand, the harm to the public and Danco from a stay or an injunction would be
grave and immediate. See Nken v. Holder, 556 U.S. 418, 435 (2009) (harm to defendants and
public interest “merge” when relief is sought against the government). FDA disagrees with Plain-
tiffs’ assurances about the impact of an injunction or stay of the 2023 REMS; FDA officials told
the Supreme Court that such an order would preclude Danco from distributing Mifeprex unless
and until Danco submits, and FDA approves, a new REMS. Long Decl. Y 8-14; Gov. Opening
Br. 46-47, Alliance (U.S. Jan. 23, 2024). That costly and time-consuming process would be made
even more complicated by the fact that Danco would, in effect, be asking FDA to add a burden to
the health care delivery system, contrary to the statutory directive for FDA to minimize such bur-
dens. As a practical matter, the vacatur or injunction would prevent Danco, a single-product com-
pany, from distributing Mifeprex for months, if not longer. Long Decl. 9 16-17, 20.

These harms would be felt across the country. Many States permit first-trimester abortions
and public hospitals, clinics, and patients alike have come to rely on brick-and-mortar and mail-
order pharmacy distribution of mifepristone, including for residents in rural areas, or those for
whom transportation, child care, or occupational constraints make it more difficult to get to a pro-
vider’s office for an in-person consultation. Because the FDCA neither envisions nor permits
different drug approvals or REMS in different states, Plaintiffs’ requested relief would disrupt this

care, harm patients, and make it more difficult for doctors to provide care nationwide—at the
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request of a single state and single individual.

For many patients outside Louisiana, mifepristone is the best method to lawfully terminate
a pregnancy. They may choose mifepristone over surgical abortion for reasons such as medical
necessity or past trauma. A stay of the 2023 REMS would—at the very best—significantly limit
those patients’ ability to obtain mifepristone. Such a deprivation of “necessary medical care” im-
poses irreparable harm. Jones v. Texas Dep 't of Crim. Just., 880 F.3d 756, 759-760 (5th Cir. 2018)
(per curiam). And even if FDA could quickly make the required changes, the more restrictive
conditions of use that Plaintiffs seek would unnecessarily impair current access to mifepristone for
many women. See Long Decl. § 17 (noting the reduced “options for in-person clinic appointments
given the increase in telemedicine” in recent years).

Presented with these same harms, the Supreme Court in Alliance stayed an analogous order
disrupting mifepristone distribution. 143 S. Ct. 1075. That order necessarily reflects the Court’s
judgment that the equities weighed in favor of the Federal Defendants and Danco. See Nken, 556
U.S. at 434. Plaintiffs blithely assert that there is no legitimate public interest in enforcing a REMS
if the Court finds it unlawful. Pls. Br. 14. But that collapses the different preliminary injunction
factors. See, e.g., Benisek, 585 U.S. at 158 (“[A] preliminary injunction does not follow as a matter
of course from ... a likelihood of success on the merits.”). Plaintiffs’ request should be denied.

CONCLUSION
For these reasons, the Court should dismiss the complaint and deny Plaintiffs’ motion for

preliminary relief.
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UNITED STATES DISTRICT COURT
FOR THE WESTERN DISTRICT OF LOUISIANA
LAFAYETTE DIVISION

THE STATE OF LOUISIANA, by and
through its Attorney General, LIZ
MURRILL, and ROSALIE MARKEZICH,

Plaintiffs, Civ. No.: 6:25-cv-01491
Judge: David C. Joseph
V. Mag. Judge: David J. Ayo
U.S. FOOD AND DRUG
ADMINISTRATION, et al.,
Defendants.

[PROPOSED] ORDER ON DANCO LABORATORIES, LLC’S MOTION TO
INTERVENE

Before the Court is Danco Laboratories, LLC’s motion to intervene in this matter. Having
the reviewed the motion and all relevant papers, and upon due deliberation, it is hereby ORDERED
that the motion is GRANTED.

Danco Laboratories, LLC shall be added as an Intervenor-Defendant in this matter pursuant
to Rule 24(a) of the Federal Rules of Civil Procedure.

SO ORDERED.

Dated:

David C. Joseph
United States District Judge



