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INTRODUCTION

This case is fundamentally flawed because Louisiana lacks standing.
Louisiana objects to abortions in Louisiana using mifepristone prescribed by out-of-
state providers, and to other States’ refusal to assist Louisiana in prosecuting those
providers. But Article III does not permit a State to convert its disputes with third
parties into a federal case against an agency that regulates someone else. That
principle is especially important here, where Louisiana seeks to use its claimed
downstream injuries to alter the conditions governing an FDA-approved drug
nationwide.

Louisiana’s reply confirms that it lacks any cognizable injury traceable to
FDA'’s determination that mifepristone need not be dispensed in-person at a clinic
or hospital to ensure its safe use. Each of Louisiana’s asserted economic and
sovereign injuries depends on an attenuated chain of independent choices by parties
not before this Court—out-of-state prescribers, pharmacies, patients, and other
States. Louisiana responds that those choices are “predictable”—a bare assertion that
Louisiana never backs up and erroneously describes FDA as having “concede[d].”
See Reply (Doc. 371) at 8, 17. What FDA’s brief actually says, however, is that
“le]ven assuming Louisiana’s costs were completely predictable, these sorts of
ripple effects of government action are simply too far removed from the action to

establish standing to challenge it.” FDA Br. (Doc. 245) at 28 (cleaned up) (emphasis
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added). Indeed, even if these choices were “predictable,” the Supreme Court made
clear in FDA v. Alliance for Hippocratic Medicine, 602 U.S. 367 (2024)
(“Alliance™), that Article III requires more than predictability. Id. at 383. Just like in
Alliance, Louisiana’s purported injuries are “too far removed” from the challenged
government action to support standing. /d.

Unable to satisfy conventional Article III requirements, Louisiana stakes its
claim to standing on the strained theory that it was the “target” or “object” of FDA’s
determination that in-person dispensing is unnecessary for safe use—a theory
Louisiana calls “central” to its standing. Reply 13. But this is not an “object” case.
Unlike the fuel producers in Diamond Alternative Energy, LLC v. EPA, 606 U.S.
100 (2025), whose injury flowed from a regulation where “the whole point” was to
restrict use of their product, id. at 114, Louisiana claims no injury that flows so
directly from the challenged action. The 2023 REMS is a safety-and-access
regulation governing pharmaceuticals. And it carries forward a policy that this Court
previously emphasized had been in place since 2021. See All. for Hippocratic Med.
v. FDA (AHM 1), No. 23-10362, 2023 WL 2913725, at *13-14 (5th Cir. Apr. 12,
2023); All. for Hippocratic Med. v. FDA (AHM I1), 78 F.4th 210, 255 (5th Cir. 2023)
(stating that by the end of 2021 FDA “was committed to implementing” the policy).

That was before Dobbs and before Louisiana had enforceable laws to “target.”
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Louisiana’s misleading and irrelevant citations to political statements
criticizing Dobbs—statements made years after FDA had stopped enforcing the in-
person dispensing requirement—cannot transform FDA’s determination into action
targeting particular States. And even if they could, “targeting” is not an exemption
from Article III. Louisiana still must identify a cognizable injury caused by the
challenged REMS and likely redressed by the requested relief. Diamond did not hold
otherwise.

Louisiana’s targeting theory fails on its own terms and, in any event, does not
cure the defects in its asserted injuries. Under controlling precedent, States cannot
challenge a federal regulation of third parties by pointing to alleged violations of
state law by other third parties. It does not change things if the State claims—under
the invented label of “functional preemption” (Reply 30)—that the federal policy
does not displace Louisiana laws but (in conjunction with other states’ laws) simply
makes them more difficult to enforce. The Ninth Circuit rejected essentially the same
theory in Washington v. FDA, 108 F.4th 1163, 1176-77 (9th Cir. 2024). Nor can
States recast policy disagreements as pocketbook injuries based on attenuated
downstream expenditures they claim are indirectly influenced by the federal policy.
Over twenty States, hundreds of legislators, nine former FDA Commissioners,
medical associations representing hundreds of thousands of physicians, and

pharmaceutical industry groups have all weighed in as amici to explain why that
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theory is untenable—and why accepting it would destabilize federal regulation
across countless policy domains.

Because Louisiana cannot establish standing under settled Article III
principles, the district court erred in holding that it could, and this Court should
reverse and remand with instructions to dismiss.

ARGUMENT

Louisiana does not dispute that the appeal of GBP’s motion to dismiss is
properly before this Court and that, if this Court agrees that Louisiana lacks standing,
the only available course is to remand with instructions to dismiss. GBP Br. (Doc.
247) at 66-68. Louisiana cannot establish standing, so the case must be dismissed.

1. LOUISIANA’S “TARGETING” THEORY FAILS TO ESTABLISH STANDING

Louisiana’s “central” theory (Reply 13) is that the REMS was designed to
circumvent Louisiana’s abortion restrictions, and thus that Louisiana necessarily has
established causation and redressability. But Louisiana’s targeting theory is
irreconcilable with controlling precedent, premised on a misreading of Diamond,
and unsupported by the preliminary record.

A.  DiamondDoes Not Hold that Standing is Automatic for the
“Object” or “Target” of Regulation

Louisiana’s case hinges on Diamond, but the case does not do the work
Louisiana assigns it. Diamond did not hold that anyone whom the government

knows will be affected (or even allegedly intends to affect) becomes an “object” of
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regulation—or that being an “object” is sufficient for standing. The Court held only
that the fuel producers there “might be considered” objects of California’s
regulations because those regulations “explicitly” sought to restrict the use of the
very product the fuel producers sold. 606 U.S. at 114-15. But the Court expressly
declined to resolve even that question, holding that the fuel producers had standing
under the ordinary causation and redressability principles that Louisiana cannot
satisty. Id. at 116.

That point alone is fatal to Louisiana’s reliance on Diamond. The Court did
not treat ‘“target” or “object” status as bypassing Article III causation and
redressability. It expressly declined to decide whether the fuel producers were
“objects” of the regulation, id., and instead held that ordinary standing principles
were satisfied because the challenged rules would predictably reduce purchases of
the producers’ own product and thereby reduce their revenues, id. at 112-18.
Louisiana must likewise establish that its asserted injuries are sufficiently direct
consequences of the 2023 REMS. Post hoc political statements about state policies
cannot supply the missing causal connection.

Diamond’s facts confirm that its rationale does not support Louisiana.
California’s regulations required automakers to “manufacture more electric vehicles
and fewer gasoline-powered vehicles.” Id. at 104. Their “entire purpose”—their

“whole point”—was to reduce the use of gasoline and other liquid fuels. Id. at 112-
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14. The fuel producers’ claimed injury arose directly from that explicit objective:
Requiring automakers to produce fewer gasoline-powered vehicles predictably
meant fewer gasoline sales and thus less revenue for fuel producers. /d.

With that direct connection in mind, the Supreme Court explained that a
plaintiff can sometimes be the “object” of regulation even though another entity is
the one named in the regulation. “When the government prohibits or impedes
Company A from using Company B’s product,” the Court explained, “then both
Company A and Company B might be deemed objects of the government action.”
Id. at 115. Thus, “[1]f the government bans bookstores from selling certain
publishers’ books, then those publishers, not just bookstores, might be objects of the
regulation.” Id. The same logic applied to the fuel producers: California regulated
automakers at the assembly line precisely to suppress use of the fuel producers’
product at the gas pump.

Nothing comparable is true here. The 2023 REMS regulates manufacturers,
prescribers, and pharmacies nationwide, including in the states where abortion is
legal. It imposes no obligation on Louisiana and restricts no product or service
Louisiana sells or provides. And Louisiana’s asserted economic injuries—Medicaid
expenditures and investigative costs—are not the direct result of any regulatory

transaction created by the REMS. They arise, if at all, only after numerous
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intervening independent decisions by third parties—including to prescribe, ship, use,
seek medical treatment, and submit claims for reimbursement.

B.  Assorted Political Statements Do Not Transform FDA Safety-and-
Access Conditions Into Targeted Action Against Louisiana

Unable to find targeting in the REMS itself, Louisiana turns to political
statements by Biden Administration officials issued after Dobbs. Reply 10-14. But
for three independent reasons, these statements cannot establish that FDA’s update
to safety-and-access conditions was designed to target Louisiana.

First, Louisiana ignores the fact most starkly incompatible with its theory:
The removal of the in-person dispensing requirement predated Dobbs by more than
a year. The in-person requirement was first lifted by court injunction in 2020, then
voluntarily suspended by FDA in April 2021—when abortion was still protected
nationwide, including in Louisiana. See Alliance, 602 U.S. at 376. FDA initiated the
scientific review leading to the 2023 REMS “[i]n connection with the Chelius v.
Becerra litigation,” a lawsuit filed in 2017. ROA.1008. This Court has recognized
that the review process leading to eliminating in-person dispensation was
commenced for reasons having nothing to do with state prohibitions (which were
impermissible at the time) and the safety review underlying the decisionmaking was
complete by the end of 2021. See AHM 11, 78 F.4th at 226; ROA.372.

Louisiana’s brief offers no response to this chronology. It cannot plausibly

claim that a generally applicable regulatory decision initiated years before Dobbs—
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and before Louisiana even had the restrictive abortion laws it now invokes—was
designed to “target” Louisiana or an abortion ban that did not yet exist.

Second, the statements Louisiana invokes are not statements in the REMS,
about the REMS, or by the FDA decisionmakers who adopted it. And Louisiana
identifies no authority permitting courts to divine the “object” of a facially neutral
regulation from later political statements by non-decisionmakers. To the contrary,
the “object” of the regulation in Diamond depended on what the regulation said, not
on what political officials said about it. Diamond, 606 U.S. at 114-15 (“explicit[]”
language in regulation established targeting).

It is a bedrock principle of administrative law that agency actions should be
judged based on the agency’s own (contemporaneous) reasoning. Louisiana invokes
Department of Commerce v. New York, but the Court there permitted inquiry into
materials outside the agency record only upon a “strong showing of bad faith”
revealing a “significant mismatch” between rationale and action. 588 U.S. 752, 781-
83 (2019). Here, FDA’s stated rationale—ensuring safe access to mifepristone while
reducing unnecessary barriers—is exactly what governing law requires and what the
2023 REMS accomplishes. And Louisiana itself argued in Trump v. Hawaii that the
agency’s rationale is paramount: “[o]nly the ‘clearest proof” will suffice to override
the stated intent of government action.” Br. for the States of Texas et al. as Amici

Curiae at 3-4, 25-26, Trump v. Hawaii, 585 U.S. 667 (U.S. Feb. 28, 2018). The
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9 ¢

Supreme Court agreed with Louisiana’s position: It considered plaintiffs’ “extrinsic

evidence”—"a series of statements by the President and his advisers casting doubt

on the official objective of the Proclamation”—but only to reject that evidence and
uphold the policy because it could “reasonably be understood to result from a
justification independent of unconstitutional grounds.” Id. at 699, 705. Under that
standard, Louisiana’s theory would plainly fail: The 2023 REMS—by its stated
purpose and actual effect—is a safety-and-access regulation of a drug, not a
regulation of Louisiana.

Third, even if those statements were relevant, they do not show that the 2023
REMS targeted Louisiana. Louisiana principally relies on a White House fact sheet
that postdates FDA’s 2021 suspension of the in-person requirement, acknowledges
that legislative action would be necessary to restore abortion rights in states with
bans (“the only way to secure a woman’s right to choose is for Congress to restore
the protections of Roe”), and says nothing about the REMS Louisiana challenges.
ROA.955-956. A statement that expressly defers to Congress and is silent on the
regulation at issue is not a pledge to override state law using the unmentioned
regulation.

The other statements Louisiana invokes are no different. Louisiana cites the
HHS Secretary’s criticism of Dobbs and statement that HHS had been “preparing

for” the decision. Reply 11. But the five “steps” HHS announced had nothing to do
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with the REMS. ROA.960-961. Louisiana cites President Biden’s reference to a
prior Attorney General statement that States “may not ban mifepristone.” Reply 11.
But the Attorney General’s statements were about FDA’s overall approval of
mifepristone, not the REMS specifically, and opined only that States could not ban
mifepristone “based on disagreement with the FDA’s expert judgment about its
safety and efficacy.” ROA.1230 (emphasis added). Louisiana truncates its quote to
elide that key qualifying language, and does not contend that its abortion ban is
based on determinations of mifepristone’s safety or efficacy. And Louisiana cites
HHS’s description of working to “protect and expand access to reproductive care.”
Reply 11. But the “key actions” HHS listed make no reference to the REMS and
several relate to birth control, not abortion. ROA.1226-1227. In short, Executive
Branch critiques of a Supreme Court decision and commitments to longstanding
policy goals do not transform FDA’s scientific safety-and-efficacy decision (which
was largely complete before Dobbs in 2021) into an action targeting Louisiana and
laws enacted post-Dobbs.

C.  The District Court’s “Finding” About the REMS’s Purpose Is Not

Entitled to Clear-Error Deference and Is Clearly Erroneous
Regardless

Louisiana asserts that the district court made a “factual finding” that “the 2023
REMS was approved . . . as part of an effort to circumvent anti-abortion states’

ability to regulate abortion,” ROA.9104—and that this “finding” is insulated from

10
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review absent clear error. See Reply 12-13. But Louisiana overstates both what the
district court said and what follows from it. The court stated only that “there is
evidence” that, “in that post-Dobbs regulatory environment,” the 2023 REMS “was
approved without adequate consideration, at least in part, as part of an effort to
circumvent anti-abortion states’ ability to regulate abortion.” ROA.9104. It made no
finding that FDA adopted the challenged policy for that purpose, much less that
Louisiana was an “object” of FDA regulation within the meaning of Diamond. And
even if the court had made the finding Louisiana attributes to it, the record would
not support it and its Article III significance would remain a question for this Court
to decide independently.

First, Louisiana conflates the standard governing underlying historical facts
with the standard governing whether they suffice to establish Article III standing.
Even assuming particular underlying facts are reviewed for clear error, whether
those facts make Louisiana an object of the 2023 REMS within the meaning of
Diamond—and whether Louisiana has “standing under Article III of the
Constitution”—are legal questions this Court reviews de novo. Crawford v. Hinds
Cnty. Bd. of Supervisors, 1 F.4th 371, 375 (5th Cir. 2021). The district court’s
inference about the purpose of the 2023 REMS therefore cannot insulate Louisiana’s
standing theory from independent appellate review. Tellingly, even Louisiana did

not identify this supposed “finding” as something subject to clear-error review in its

11
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opening brief. La. Br. (Doc. 147) at 33-34.

Nor would the court’s supposed “finding” be reviewed for clear error in any
event. Clear error is reserved for findings that require courts to “marshal and weigh
evidence, make credibility judgments, and otherwise address . . . ‘multifarious,
fleeting, special, narrow facts that utterly resist generalization.”” U.S. Bank Nat’l
Ass’'n ex rel. CWCapital Asset Mgmt. LLC v. Vill. at Lakeridge, LLC, 583 U.S. 387,
396 (2018). Lakeridge itself illustrates why: The Court held that clear-error review
applied there precisely because the bankruptcy court’s insider-status determination
followed a live evidentiary hearing at which the key witnesses testified, and the court
had to weigh their credibility and the character of their relationship. /d. at 391-99.
The district court’s determination does not fit that mold. It was not based on
testimony, credibility determinations, or witness accounts—it was a legal inference
drawn from publicly available press releases and fact sheets that this Court can
review with no less acuity than the district court.

Second, in any event, the district court’s characterization is clearly erroneous.
The targeting conclusion rests on statements that (1) were not made by FDA
decisionmakers; (2) did not direct a specific REMS outcome or purport to
summarize its rationale, let alone were in any way tethered to a targeting of anti-
abortion states; and, most critically, (3) post-dated a regulatory process initiated

years before Dobbs. Supra pp. 6-10; see AHM 11, 78 F.4th at 248 (noting 2023 REMS

12
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was a “formalization of the policy [FDA] announced in 2021). Any finding of
“targeting” based on political rhetoric by non-decisionmakers—untethered from
evidence of actual direction of the REMS process—would be clearly erroneous.

I1. LOUISIANA LACKS STANDING UNDER ORDINARY ARTICLE III PRINCIPLES

Whether deemed “targeted” by FDA’s safety-and-access determination or not,
Louisiana must satisfy Article III’s requirements of injury, causation, and
redressability. It cannot.

A.  Louisiana’s Economic Injury Theories Fail

Louisiana does not seriously dispute that its alleged economic injuries depend
on a long chain of choices by independent third parties—out-of-state prescribers,
pharmacies, patients, providers, and Medicaid billers—none of whom are before this
Court. See Alliance, 602 U.S. at 383. Nor does Louisiana contest that the Ninth
Circuit rejected materially indistinguishable standing theories. See Washington v.
FDA, 108 F.4th 1163, 1176-77 (9th Cir. 2024). This Court should do the same.

1. Louisiana’s attempts to distinguish controlling precedent uniformly fail. It
claims (at 14) that United States v. Texas, 599 U.S. 670 (2023), “said nothing about
when indirect effects on state revenues or state spending become too attenuated.”
But the Supreme Court expressly stated there that state claims of standing are “more
attenuated” where they rest on such indirect effects. Id. at 680 n.3. Louisiana

dismisses Arizona v. Biden, 40 F.4th 375 (6th Cir. 2022) (Sutton, C.J.), as

13
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“unilluminating,” but the Sixth Circuit correctly framed the question that is
dispositive both there and here: “Are we really going to say that any federal
regulation of individuals through a policy statement that imposes peripheral costs on
a State creates a cognizable Article III injury?” Id. at 386. The answer was no—and
nothing suggests the result would differ if the state alleged farfetched theories of
subjective targeting. See GBP Br. 37-38.

Louisiana also attempts to distinguish Washington v. FDA based on Idaho’s
failure to produce Medicaid receipts and to allege targeting. Reply 15-16. Neither
distinction is material: The Ninth Circuit rejected standing because the “causal chain
[was] too attenuated,” Washington, 108 F.4th at 1176, and a “cognizable interest in
the preservation of sovereign authority . . . does not convey standing to challenge
federal action that affects state law enforcement indirectly,” id.—a holding that did
not depend on the absence of targeting allegations or the lack of receipts. Allowing
Louisiana to sue here would create a circuit split.

2. Louisiana’s theories of economic harm suffer from additional, fatal defects,
and neither its Medicaid expenditures nor its investigative costs establish that the
State has suffered cognizable harm traceable to the 2023 REMS. GBP Br. 25-33.
Louisiana’s responses do not cure those defects.

As to its Medicaid expenditures, Louisiana never answers the basic Alliance

problem. The Supreme Court held that physicians could not establish standing based
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on the downstream economic consequences of treating patients who suffered
complications from mifepristone. 602 U.S. at 386, 391-92. Louisiana cannot
transform that rejected theory into a valid one merely because Medicaid ultimately
receives a bill from that treating provider. Two receipts establish that Louisiana paid
two claims; they do not establish that either claim had the requisite causal connection
with FDA’s elimination of the in-person dispensing requirement.

Louisiana’s Medicaid theory also assumes rather than proves that the
challenged REMS increased the State’s expenditures. The relevant comparison is
not between paying these two claims and paying nothing; it is between Medicaid
costs under the 2023 REMS and the costs Louisiana would incur if mifepristone
again had to be dispensed in person. Louisiana offers no evidence Medicaid
expenditures are more frequent or more costly when mifepristone is dispensed by
mail rather than in person. Its two claims therefore establish, at most, that Louisiana
sometimes incurs healthcare costs after Medicaid beneficiaries use mifepristone.
They do not establish an economic injury caused by FDA’s elimination of the in-
person dispensing requirement. And even if those Medicaid expenditures could be
considered in the standing analysis, Louisiana paints only half the picture. Reply 19-
20. The State does not dispute that mifepristone is associated with significantly
fewer and less severe complications than a full-term pregnancy, ROA.6897. Nor can

Louisiana turn its policy preferences into proof that the challenged dispensing rule

15
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increased the State’s fiscal burden. Cf. Gen. Land Off. v. Biden, 71 F.4th 264, 274
(5th Cir. 2023) (quoting Texas v. United States, 809 F.3d 134, 153-55 (5th Cir.
2015)).

Louisiana also does not show that its claimed Medicaid injuries are likely to
recur. In Summers v. Earth Island Institute, the Supreme Court made clear that past
harms alone cannot confer standing, even when the plaintiff alleges “a statistical
probability that some [plaintiffs] are threatened with concrete injury” in the future.
555 U.S. 488, 497 (2009). Louisiana does not distinguish Summers or offer
countervailing authority, and instead points only to the district court’s statement—
summarizing a smattering of claims in Louisiana’s declarations—that Medicaid
patients beyond the two Louisiana has highlighted “likely . . . have required similar
care due to complications from mifepristone.” Reply 21 (citing ROA.9107-9108).
But again, showing that mifepristone sometimes leads to complications for some
patients is not enough—the doctors made an indistinguishable argument in Alliance.
See 602 U.S. at 386, 391-92. Rather, Louisiana must show that it faces a “certainly
impending” threat of future injury that stems from the REMS decision specifically—
the elimination of the in-person dispensing requirement—not the availability of
mifepristone writ large. Clapper v. Amnesty Int’l USA, 568 U.S. 398, 409 (2013).
Louisiana has never done so. As detailed by amici FemInEM, a nonprofit

organization focused on improving reproductive care in emergency departments, and
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mail-order pharmacy Honeybee Health, Inc., complications from mifepristone are
rare, but may occur regardless of how mifepristone is dispensed—with no
“measurable increase” in “serious adverse events” in patients who received
mifepristone via telehealth. Doc. 308 at 21, 25 (FemInEM brief); see Doc. 260 at
10-13 (Honeybee Health brief).

Louisiana also doubles down on its speculation about the volume of
emergency room visits among Medicaid-covered mifepristone patients, asserting it
would “plummet” absent the 2023 REMS. Reply 22-23. But Louisiana cites no
evidence that there is currently a mifepristone ER visit rate high enough to
“plummet,” and the fact that it has included allegations related to only fwo actual
Medicaid patients is telling. More broadly, Louisiana’s emphasis on the rates of ER
visits identified in the FDA’s labeling and the studies FDA reviewed for the 2023
REMS is a distraction. Louisiana ignores clear evidence in the FDA’s supporting
analysis of the 2023 REMS that any increased rate of hospital visits among patients
who received mifepristone without an in-person visit does not mean those patients
have more adverse events. See ROA.1037, ROA.1042 (FDA 2023 REMS
modification summary review document analyzing studies of mifepristone
distributed via mail and telemedicine).

That distinction is unsurprising. When mifepristone is provided remotely,

some patient-provider contact that otherwise might occur before or during an in-
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person visit may instead occur after the patient takes the medication. Indeed, it is
well-established that patients often visit medical providers, including emergency
rooms, merely to confirm that their response to mifepristone is normal-—not because
they are experiencing a medical emergency or a harmful side effect. See, e.g., Doc.
253 at 16-19 (amicus brief by Doctors for America explaining that “[s]imply
counting emergency room visits by those who have taken mifepristone does not
equate to actual emergencies caused by the medication.”); see also Doc. 300 at 14,
Doc. 308 at 13 (similar discussion in amicus briefs submitted by Physicians for
Reproductive Health and emergency physician groups). In ignoring inconvenient
facts and mischaracterizing FDA’s reasonable analysis of the literature, Louisiana
makes clear that its grievance with FDA’s safety-conditions determination boils
down to a “policy objection,” which is not a basis for standing. A/liance, 602 U.S.
at 381, 396.

3. Louisiana also attacks the notion that its alleged injury is traceable to other
states’ “shield laws,” not the 2023 REMS. Reply 23-24. But that is the only fair
reading of Louisiana’s own complaint, which asserts that its harm from medication
abortions began to accrue only after shield laws were adopted. See ROA.106-107.
That chronology matters. FDA had stopped enforcing the in-person dispensing

requirement in April 2021, yet Louisiana does not identify the surge in conduct of
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which it complains until shield laws altered the incentives and protections facing
out-of-state prescribers two years later.

The news article the complaint relies on proves the point. It notes that foreign-
produced mifepristone was already being supplied from abroad to patients across the
United States even before FDA suspended enforcement of in-person dispensing in
April 2021. See ROA.106 9 84-85 & nn.118-19 (citing Rebecca Grant, Group
Using ‘Shield Laws’ to Provide Abortion Care in States That Ban It, The Guardian
(July 23, 2023), perma.cc/49J6-3CZS). And between the April 2021 suspension and
the adoption of shield laws beginning in 2023, exclusively foreign mifepristone was
reportedly still being supplied to patients in states that prohibited telemedicine
abortion care—until, according to the article, shield laws led to the growth of
domestic options. See id.; see also ROA.106-107 9 86 & n.123 (citing additional
article with similar reporting). In other words, Louisiana’s own sources state that
abortion medication has long been available by mail, including in states with
restrictions, because of independent choices by third parties—and that those parties
changed their practices because of laws enacted by Louisiana’s co-equal sovereign
states, not because of the 2023 REMS.

4. As for its investigative-costs theory, Louisiana defends it only half-
heartedly. See Reply 20. Because spending by private litigants to avoid harm can

confer standing, Louisiana says, states a fortiori have standing arising from the costs

19



Case: 26-30203 Document: 389-1 Page: 48 Date Filed: 08/19/2026

of investigating suspected violations of state law. /d. But Louisiana cites no authority
for that assertion, instead claiming only that GenBioPro has not supported its
contrary position. The burden is on Louisiana, as the plaintiff invoking federal
jurisdiction, to substantiate its novel and unprecedent theory of standing—not on
defendants to disprove it. Moreover, as the only case Louisiana does cite makes
clear, while “‘States are not normal litigants for the purposes of invoking federal
jurisdiction,’” it remains the case that “they, too, are bound by Article III’s standing
requirements.” Harrison v. Jefferson Par. Sch. Bd., 78 F.4th 765, 769 (5th Cir. 2023)
(quoting Massachusetts v. EPA, 549 U.S. 497, 518 (2007)). Louisiana offers nothing
to support that a few thousand dollars in costs expended to pursue its chosen policies
establishes a cognizable injury. See GBP Br. 30. And that would remain true even if
Louisiana were the “object” of the 2023 REMS, which it is not. See supra pp. 4-8.
Nothing in sovereignty converts ordinary law-enforcement expenditures into a
cognizable injury caused by federal regulation of third parties.

5. Louisiana falls back on irrelevant attacks on the manufacturers—claiming,
for example, that their sole interest in defending the 2023 REMS is to preserve the
ability to supply mifepristone to patients in Louisiana or other states with
restrictions. Reply 24-25. But as Louisiana consistently refuses to acknowledge,

mifepristone is prescribed and distributed to patients without an in-person visit in

states whose “people and their elected representatives” have made different policy
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choices about access to reproductive healthcare than Louisiana. Dobbs v. Jackson
Women'’s Health Org., 597 U.S. 215, 292 (2022). Indeed, the vast majority of the
U.S. population lives in states where abortion is permitted—many of which have
rural areas where access to healthcare is limited and an in-person dispensing
requirement would severely limit options.

Yet Louisiana nevertheless seeks nationwide suspension of the 2023 REMS,
which would block access to mailed mifepristone in every state. Amici representing
the interests of over 20 States and the District of Columbia explain that reinstating
the in-clinic dispensing requirement would disrupt their laws, their public-health
systems, and their judgments about how best to safeguard the health, safety, and
rights of their residents. See Doc. 276 at 2-5. Dobbs returned abortion policy to “the
people and their elected representatives,” 597 U.S. at 292; it did not empower one
State to impose its policy judgments on its coequal sovereigns through expansive
theories of state standing.

Louisiana resorts to inflammatory insinuations that GenBioPro “aid[s] and
abet[s]” unlawful conduct because its website links to third-party resources. Reply
24. But Louisiana has not asserted claims against GenBioPro, so its Article III
standing for a hypothetical suit against GenBioPro is not at issue. In any event,
Louisiana identifies no evidence to back its meritless aiding-and-abetting theory,

much less that such conduct establishes an injury caused by FDA.
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B. Louisiana’s Sovereign Injury Theories Fail

Louisiana’s attempts to rehabilitate its sovereign injury theories are similarly
unavailing. Its opening brief advanced two supposedly “distinct” theories of
standing—one based on third parties’ violations of its laws, La. Br. 42-47, and the
other based on the State’s alleged inability to enforce those laws, La. Br. 47-52. In
its reply, Louisiana all but abandons the first, and rightly so. As GenBioPro
explained, Article III standing must turn on what FDA did to Louisiana, not what
independent third parties did after FDA regulated others. GBP Br. 33-34. Alleged
violations of Louisiana law by prescribers or patients are acts of third parties, not
injuries inflicted by FDA. The 2023 REMS neither violates Louisiana law nor
requires anyone else to do so.

1. Louisiana offers no meaningful rebuttal. Instead, the State launches into a
convoluted attempt to simultaneously distinguish and rely upon this Court’s decision
in Harrison v. Jefferson Parish School Board, 78 F.4th 765 (5th Cir. 2023). But
Harrison does not suggest that a State has standing to sue the federal government
whenever federal regulation of third parties allegedly makes downstream violations
of state law more likely. In Harrison, Louisiana intervened in private suits
challenging the constitutionality of a parish school board’s virtual-learning
disciplinary policy and, after the private plaintiffs settled and dropped out, attempted

to pursue the case alone on the theory that the board’s violations of state and federal
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law were themselves an injury to the State’s sovereign interest in compliance with
its laws. 78 F.4th at 767-69. This Court disagreed, explaining that injury to a
sovereign interest “does not include every act of disobedience to a state’s edicts,”
and that the board’s alleged failure to follow state and federal law was “not currently
injuring Louisiana’s sovereign interest.” Id. at 770, 772. An abstract governmental
interest in obedience to the law, the Court explained, is different from injury to the
State’s sovereign authority: “for a sovereign interest to serve as a cognizable injury
for federal standing,” the State must establish that the defendant’s actions “tangibl[y]
interfere[] with [the State’s] authority to regulate or to enforce its laws.” Id. at 770
(emphasis added) (quoting Saginaw Cnty. v. STAT Emergency Med. Servs., Inc., 946
F.3d 951, 957 (6th Cir. 2020)). Louisiana conspicuously never claims that the 2023
REMS limits the scope of its regulatory authority over abortion. Indeed, its second
theory of sovereign injury depends entirely upon the State retaining that authority;
otherwise, it could not fairly be heard to complain of difficulties with enforcing its
authority.

Harrison also establishes that where, as here, a state retains a “full arsenal of
enforcement mechanisms to force [others] to comply with state law,” it cannot claim
injury within the meaning of Article IIl. /d. Louisiana’s own briefing explains (at
29) that it has filed enforcement actions, obtained arrest warrants, and issued

extradition requests for out-of-state prescribers whom it accuses of sending
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mifepristone into Louisiana illegally. To be sure, the State complains that “those
enforcement actions have gone nowhere.” Reply 29. But to the extent Louisiana has
had trouble getting other states to aid its enforcement efforts, see id. (citing La. Br.
16-17), those practical difficulties are attributable to independent factors (e.g., other
States’ shield laws), not the 2023 REMS. The Ninth Circuit rejected a materially
indistinguishable theory concerning this same REMS. Washington v. FDA, 108 F.4th
at 1176-77.

2. Louisiana cannot avoid that conclusion by relabeling this rejected theory as
“functional preemption.” Reply 30-31, 35. Functional preemption is, of course, not
actual preemption—that is, a claim that Louisiana’s laws are entirely “without
[legal] effect,” Cipollone v. Liggett Grp., Inc., 505 U.S. 504, 516 (1992) (quoting
Maryland v. Louisiana, 451 U.S. 725, 746 (1981)). Rather, Louisiana’s “functional
preemption” argument is simply a repackaging of its claim that FDA’s decisions
about how to regulate third parties have made state enforcement more difficult,
which is precisely the theory Texas forecloses. GBP Br. 26-27. And Louisiana
effectively concedes that Article III does not open the courthouse doors to a state
any time a federal policy incrementally increases the practical burdens of enforcing
state law. See Texas, 599 U.S. at 680 n.3. Instead, it argues that the 2023 REMS has
rendered Louisiana’s abortion restrictions “practical[ly] unenforceab[le]” and

thereby “functionally preempted” them. Reply 27, 30.
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Louisiana’s inability to identify precedent recognizing this supposed category
of sovereign injury is revealing. Texas treated the absence of historical precedent for
a novel theory of state standing as a “telling indication of the severe constitutional
problem.” 599 U.S. at 677 (citation omitted). Louisiana points to cases involving
preemption or other direct interference with sovereign authority. But it identifies no
tradition of States suing federal agencies because regulation of private parties
allegedly makes violations of state law more frequent or enforcement against out-
of-state actors more difficult. Relabeling a failed theory does not supply the missing
precedent.

3. Louisiana’s only other answer is that the 2023 REMS enables out-of-state
prescribers to remain outside the State. See Reply 32-33. Yet in the same breath,
Louisiana insists that it has the authority to prosecute out-of-state actions intended
to cause in-state harms. See Reply 32 (citing Strassheim v. Daily, 221 U.S. 280, 285
(1911)). And even if the in-person dispensing requirement were reinstated, nothing
would prevent out-of-state actors from continuing to prescribe and dispense
mifepristone to Louisiana residents while outside Louisiana’s borders—the only
difference would be that the residents would need to travel out-of-state. That fact
defeats redressability, see GBP Br. 38-39, an issue Louisiana almost entirely fails to

address.
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At bottom, Louisiana asks the federal courts to enjoin a federal agency action
that does not regulate Louisiana and is not causing the State’s grievances. Its
complaint rests on purported difficulties enforcing its abortion laws against people
in other States who are not subject to Louisiana’s jurisdiction and whose home States
have chosen not to assist Louisiana’s enforcement efforts. But FDA’s determination
that mifepristone can be safely dispensed outside a clinic (which predated Dobbs
and the specific laws Louisiana seeks to enforce) did not create those interstate
disputes. And if Louisiana’s theory sufficed, states could challenge virtually any
federal regulation of private conduct so long as it could trace some downstream
cost—to its treasury, its enforcement budget, or its policy preferences—back to the
regulation. Article III is not so limitless. The remedy for Louisiana’s disagreement
is the political process, not a federal suit to upend the nationwide regulatory status

of an FDA-approved drug.
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CONCLUSION

The Court should reverse the denial of GenBioPro’s motion to dismiss and
remand this case with instructions to dismiss the complaint for lack of Article III

standing.
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