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IN THE UNITED STATES DISTRICT COURT 
FOR THE NORTHERN DISTRICT OF TEXAS 

WICHITA FALLS DIVISION 
 

 
THE STATE OF FLORIDA, et al., 
 

Plaintiffs, 
 

v. 
 
U.S. FOOD AND DRUG ADMINISTRATION, 
et al.,  

Defendants,  
 

and  
 
DANCO LABORATORIES, LLC,  
 

Proposed Intervenor-
Defendant. 

 

 
 
 
 
 
No. 7:25-cv-00126-O 
 
Chief Judge Reed O’Connor 

 
DANCO LABORATORIES, LLC’S MOTION TO INTERVENE 

 Pursuant to Federal Rule of Civil Procedure 24, Danco Laboratories, LLC moves to 

intervene as of right in the above-captioned case, or, in the alternative, for permissive intervention.  

This motion is supported by the Brief accompanying this motion as well as the Declaration of 

Abigail Long.  Pursuant to Federal Rule of Civil Procedure 24(c), Danco attaches as exhibits hereto 

its Proposed Motion to Dismiss and accompanying Brief in support.  A proposed order granting 

the Motion to Intervene is also attached. 

Counsel for Federal Defendants indicated that the Federal Defendants take no position on 

Danco’s Motion to Intervene.  Counsel for Plaintiffs stated that “Florida and Texas take no position 

on the motion to intervene at this time.  The States reserve their right to oppose the motion once 

they have reviewed it and the accompanying Rule 24(c) pleading.” 
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Respectfully submitted, 
 

/s/ Wayne L. Robbins, Jr.   
Wayne L. Robbins, Jr., TX Bar No. 24040356 
ROBBINS TRAVIS PLLC  
2485 E. Southlake Blvd., Suite 160  
Southlake, TX 76092  
Tel: (817) 918-2307  
Fax: (817) 458-0414  
WLR@RobbinsTravis.com 
 
Jessica L. Ellsworth* 
Alexander V. Sverdlov* 
Danielle Desaulniers Stempel* 
Dana A. Raphael* 
Katherine T. McKay* 
HOGAN LOVELLS US LLP 
555 Thirteenth Street, N.W. 
Washington, D.C. 20004 
Tel:  (202) 637-5600 
jessica.ellsworth@hoganlovells.com 
 
*pro hac vice pending 
 
Counsel for Danco Laboratories, LLC 
 

Dated:  March 13, 2026 
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CERTIFICATE OF CONFERENCE 

I certify that on March 9, 2026, counsel for Danco conferred with counsel for Federal 

Defendants regarding Danco’s Motion to Intervene.  Counsel for Federal Defendants stated that 

Federal Defendants take no position on Danco’s Motion.  I further certify that counsel for Danco 

conferred with Plaintiffs’ counsel on the Motion on March 9 and 12, 2026.  Counsel for Plaintiffs 

stated that “Florida and Texas take no position on the motion to intervene at this time.  The States 

reserve their right to oppose the motion once they have reviewed it and the accompanying Rule 

24(c) pleading.” 

/s/ Wayne L. Robbins, Jr.  
Wayne L. Robbins, Jr. 

 

  

Case 7:25-cv-00126-O     Document 21     Filed 03/13/26      Page 3 of 4     PageID 1749



 
 

CERTIFICATE OF SERVICE 
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system.  Notice of this filing will be sent by operation of the Court’s electronic filing system to all 

counsel of record.  

Samuel F. Elliott (FL 1039898)  
Deputy Solicitor General  
Office of the Florida Attorney General  
PL-01 The Capitol  
Tallahassee, FL 32399-1050  
Telephone: (850) 414-3300  
Facsimile: (850) 410-2672  
samuel.elliott@myfloridalegal.com 
 
Counsel for Plaintiff State of Florida 
 
Noah T. Katzen   
U.S. Department of Justice 
1100 L St., N.W.  
Washington, DC 20005  
202-305-2428  
Noah.T.Katzen@usdoj.gov  
 
Counsel for Federal Defendants 

Amy Snow Hilton  
Texas State Bar No. 24097834  

Katherine Pitcher  
Texas State Bar No. 24143894  

Camryn Sutton  
Texas State Bar No. 24150020  

Jonathan Voos  
Texas State Bar No. 24149471  

Office of the Texas Attorney General  
PO Box 12548  
Austin, TX 78711-2548  
Telephone: (512) 936-1709  
Facsimile: (512) 499-0712  
amy.hilton@oag.texas.gov  
katherine.pitcher@oag.texas.gov  
camryn.sutton@oag.texas.gov  
jonathan.voos@oag.texas.gov 
 
Counsel for Plaintiff State of Texas 

 
 

/s/ Wayne L. Robbins, Jr. 
Wayne L. Robbins, Jr. 
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INTRODUCTION 

Danco moves to intervene to represent its interests as the sponsor and holder of the New 

Drug Application (NDA) for Mifeprex (mifepristone).  The Food and Drug Administration (FDA) 

approved Mifeprex as safe and effective for its intended use in 2000, attaching certain use 

restrictions.  Those restrictions became a Risk Evaluation and Mitigation Strategy (REMS) in 2008 

and, consistent with FDA’s statutory REMS authority, have been modified multiple times—

including in 2016 and most recently in 2023, when FDA lifted an in-person dispensing requirement 

that it had not enforced since April 2021.  Notably, FDA defended its various actions regarding 

mifepristone in court and in public for a number of years.  But FDA announced in September 2025 

that it was conducting a review of the mifepristone REMS.  Nearly three months later, Plaintiffs 

Florida and Texas filed this lawsuit, asking for an order that “[d]eclares unlawful and preliminarily 

and permanently sets aside, rescinds, and vacates” “the 2023 [supplemental NDA] and REMS 

program.”  ECF No. 1, Compl. at 119, Prayer for Relief.  On top of that, the Plaintiff States seek, 

among other things, an order that “[d]eclares unlawful and preliminarily and permanently sets 

aside, rescinds, and vacates” “the 2000 NDA of Mifeprex” and “the 2016 [supplemental NDA] 

and REMS program.”  Id. 

This lawsuit directly threatens Danco’s interests.  Mifeprex is Danco’s only product.  If the 

Plaintiff States succeed in their request for this Court to enjoin, set aside, or vacate FDA’s original 

2000 approval, Danco will be unable to continue lawfully distributing its product.  If the Plaintiff 

States obtain their requested relief as to the 2016 or 2023 changes to Mifeprex’s labeling and 

REMS, FDA’s past statements indicate that Danco would have to submit a new supplemental NDA 

and obtain FDA approval, which could take an unknown amount of time, before it could continue 

lawfully distributing its product.  Decl. of Abigail Long (Long Decl.) ¶¶ 16-23.  Danco’s business 

would face substantial and immediate disruption nationwide.  Id. ¶ 27. 

Danco’s interest is not a surprise to the Plaintiff States, which unsuccessfully tried to join 

an earlier lawsuit in which Danco has spent three years defending FDA’s regulation of 

mifepristone in the Northern District of Texas, in the Fifth Circuit, in the Supreme Court.  See 
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FDA v. Alliance for Hippocratic Med., 602 U.S. 367 (2024).  Danco is an appropriate party here 

for the same reasons it was in Alliance.  If anything, Danco’s interests in intervention now are 

stronger, given that FDA initiated a review of the mifepristone REMS this past fall on the agency’s 

own initiative.  Letter from Secretary Robert F. Kennedy, Jr. to State Attorneys General (Sept. 19, 

2025), https://perma.cc/UT7C-NXHV (Kennedy Letter).  In this litigation and in two other suits 

brought by states challenging Mifeprex’s conditions of use, the Federal Defendants (referred to 

collectively as FDA) seek a stay based on FDA’s ongoing review.  FDA has not stated its intent to 

defend the merits of FDA’s regulation of mifepristone.  Danco believes there is no scientifically 

valid evidence that warrants any different conclusion as to the benefit-risk profile of mifepristone 

when dispensed by a method other than in-person or as to 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 deficiencies in the Plaintiff States’ suit that FDA has not argued at this time.  

This divergence makes clear that FDA does not adequately represent Danco’s interests in this 

litigation. 

Danco thus has a right to intervene in this action under Federal Rule of Civil Procedure 

24(a).  The Western District of Louisiana recently granted Danco’s motion to intervene as of right 

in another challenge to the 2023 REMS.  ECF No. 229, Louisiana v. FDA, No. 6:25-cv-01491 

(W.D. La. Feb. 24, 2026).  Danco is likewise entitled to intervene here.  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 without 

addressing intervention as of right.  ECF No. 33, Alliance for Hippocratic Med. v. FDA, No. 2:22-

cv-00223-Z (N.D. Tex. Feb. 6, 2023); see 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).  No party would be prejudiced by Danco’s intervention, 

and granting intervention would ensure a more complete development of the issues presented and 

allow Danco to protect its interests. 
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BACKGROUND 

Danco, a small pharmaceutical company incorporated in Delaware, holds the NDA for 

Mifeprex (mifepristone) Tablets, which is approved for use in a regimen with another drug, 

misoprostol, for the medical termination of intrauterine pregnancy through 70 days gestation.  

Mifeprex is Danco’s only product.  Long Decl. ¶ 3.  FDA first approved Mifeprex in 2000 for use 

through 49 days gestation, subject to various use restrictions.  See ECF No. 1-4 at App. 479-490.  

Those conditions 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 No. 1-7 at App. 1078-79.  In 2016, FDA granted Danco’s supplemental NDA, 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. 1-3 at App. 9-36; 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 supplemental NDA 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 stated that it would exercise enforcement 

discretion regarding the in-person dispensing requirement for Mifeprex.  See ECF No. 1-6 at App. 

706-707.  After additional analysis, including a review of safety data from the non-enforcement 

period, FDA directed Danco in December 2021 to submit a supplemental NDA proposing 

modifications to the REMS to remove the in-person dispensing requirement.  Danco did so, and 

FDA approved Danco’s supplemental NDA in January 2023.  ECF No. 1-3 at App. 38-211.1 

In November 2022, individual doctors and organizations to which they belonged brought 

suit to challenge FDA’s regulatory actions in 2000, 2016, 2019, and 2021 relating to mifepristone.  

 
1  FDA approved generic versions of Mifeprex in 2019 and 2025.  ECF No. 1 ¶¶ 153, 199.  The 
Mifeprex REMS also applies to the generics. 
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Alliance ECF No. 1.  Danco promptly filed an unopposed motion to intervene as a defendant, 

which the court granted.  Alliance ECF Nos. 19, 33.2  The Alliance court subsequently granted a 

preliminary injunction, Alliance ECF No. 137, but the injunction never took effect because the 

Supreme Court immediately stayed it.  The Supreme Court then granted review of the injunction 

and reversed it.  In a unanimous decision, the Supreme Court held that the Alliance Plaintiffs “lack 

standing to challenge FDA’s actions.”  Alliance, 602 U.S. at 374.   

Meanwhile, Missouri, Kansas, and Idaho moved to intervene as plaintiffs in the Alliance 

action, which the court granted.  Alliance ECF Nos. 100, 110, 151.  After the Supreme Court’s 

Alliance decision, the original Alliance Plaintiffs voluntarily dismissed without prejudice “all 

claims brought in their Complaint as to all defendants.”  Alliance ECF No. 203.  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. 217, 218, 

221.  While those motions were pending, Plaintiffs here—Texas and Florida—moved to intervene 

in the Texas suit.  Alliance ECF No. 255.  Both Texas and Florida previously filed amicus briefs 

in that litigation—first in the district court, see Alliance ECF No. 55; then in the Fifth Circuit, see 

ECF Nos. 130, 453, Alliance, No. 23-10362 (5th Cir.); and finally in the U.S. Supreme Court, see 

Brief for Mississippi and 21 Other States, Alliance, Nos. 22A901, 22A902 (U.S. Apr. 18, 2023); 

Brief for Mississippi and 21 Other States, Alliance, Nos. 23-235, 23-236 (U.S. Feb. 29, 2024).   

The Alliance court transferred Missouri’s, Kansas’s, and Idaho’s complaint to Missouri 

and denied Florida’s and Texas’s motion to intervene as moot.  Alliance ECF No. 273; see Missouri 

v. FDA, No. 4:25-cv-01580 (E.D. Mo.).  Around the same time, FDA announced that it would be 

conducting an additional “study of the safety of the current REMS, in order to determine whether 

modifications are necessary.”  Kennedy Letter, supra, at 1.  According to the announcement, this 

decision was “informed by the lack of adequate consideration underlying the prior REMS 
 

2 The Alliance 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. 

Case 7:25-cv-00126-O     Document 21-1     Filed 03/13/26      Page 9 of 19     PageID 1759



 

5 

approvals, and by recent studies raising concerns about the safety of mifepristone as currently 

administered.”  Id.  Several months later, Florida and Texas filed this suit seeking virtually 

identical relief as the original Alliance Plaintiffs’ suit.  Compl. ¶¶ 34-38.  Florida and Texas 

challenge (1) FDA’s original 2000 approval of Mifeprex; (2) the 2016 approval of Danco’s 

supplemental NDA (what Plaintiffs call the “2016 Major Changes”); (3) the 2021 and 2023 

dispensing changes; and (4) the 2019 and 2025 generic approvals.  Compl. ¶¶ 437-487.  Florida 

and Texas argue that each of these actions violated the Administrative Procedure Act and is ultra 

vires.  Id.  

The State of Louisiana and an individual plaintiff also challenged the 2023 REMS, filing 

their complaint about two months before Texas and Florida, and Danco moved to intervene shortly 

thereafter.  See Louisiana ECF Nos. 1, 23, 52.  Although the Louisiana Plaintiffs initially objected 

to Danco’s intervention, they subsequently withdrew it after FDA sought a stay of the action, and 

the district court granted Danco intervention as of right.  Louisiana ECF Nos. 111 at 1 n.1, 229. 

ARGUMENT 

I. Danco Is Entitled To Intervene As A Matter Of Right. 

Rule 24(a) is framed in mandatory terms that favor intervention:  “[T]he 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 these requirements, 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 (citations omitted); see Entergy, 817 F.3d at 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 moved to intervene the same 

day that FDA’s response to the Plaintiff States’ Complaint is due.  See ECF No. 19.  The case is 
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still in its earliest 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. Tex. 

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). 

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.”); Wal-Mart, 834 F.3d at 565-566 (intervention timely 

where party sought to join case “before discovery progressed”).  Danco will observe all case 

deadlines.  And, as discussed below, Danco would be severely prejudiced if it were precluded from 

participating in a suit seeking to invalidate or otherwise alter the conditions of the FDA approval 

for Danco’s sole product.   

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 Mifeprex, its labeling, and the mifepristone REMS, which govern 

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] 

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 restrictions 

the FDA imposes on where and how its product is available.  Id.; accord NextEra, 2022 WL 

17492273, at *3.  This interest, which is “neither undifferentiated nor generalized,” is itself 
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sufficient to support intervention.  Texas, 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).  The Plaintiff States ask this Court to vacate or enjoin FDA’s 2000 approval, 2016 

changes, and the 2023 REMS.  Invalidating Mifeprex’s approval would plainly and directly affect 

Danco’s economic interests.  And based on FDA’s prior statements, any judicial order altering the 

approved use restrictions for mifepristone would leave Danco unable to distribute Mifeprex until 

Danco submits, and FDA approves, a new supplemental NDA.  Long Decl. ¶¶ 16-22 (citing 

Declaration of FDA Principal Deputy Commissioner Janet Woodcock, M.D., in support of 

Emergency Stay Application, FDA v. Alliance for Hippocratic Med., Supreme Court No. 22A902, 

at Appendix 113a-116a); see also Louisiana ECF No. 50-1 at 10 (“if the Court vacates or stays the 

2023 REMS Modification before FDA’s review is complete, it could prompt the sponsors of 

mifepristone to file supplemental applications seeking modifications to the REMS”).  Even if FDA 

were to approve a new supplemental NDA and REMS quickly, Danco would then still have to 

revise product labels, packaging, and promotional materials, as well as amend its supplier- and 

distributor-contracts and policies (among other things).  Long Decl. ¶¶ 14, 23-24.  Absent a remand 

without vacatur, exercise of enforcement discretion by FDA, or other action similarly permitting 

continued distribution in the interim, the Plaintiff States’ requested relief would thus likely halt 

Danco’s distribution of Mifeprex nationwide, for an unknown and unknowable period of time.  Id. 

¶ 27.  It would also impose significant compliance costs on Danco.  Id. ¶¶ 23-24, 27.  Because 

Mifeprex is Danco’s only drug, the Plaintiff States’ requested relief could impose existential harm 

on Danco.  Id. ¶¶ 6-8. 

In short, this 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). 
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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 that “liberal[]” and “generous” standard.  See Edwards v. City of 

Houston, 78 F.3d 983, 1004-05 (5th Cir. 1996).  The Plaintiff States seek to remove Mifeprex from 

the market entirely or impose significant changes to Mifeprex’s current regulatory approval.  

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 end” or upend 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.  And FDA’s filings here and in the two other 

related lawsuits make clear that 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); see Louisiana 

ECF No. 51; Missouri ECF No. 293-1.   

As explained above, Danco has a distinct commercial interest in FDA’s approval decisions 

pursuant to which Danco has sold its product for years.  Danco would face significant economic 

losses if Mifeprex’s original approval or its use conditions were enjoined or vacated, even for a 

short period.  Danco’s understanding is that the company cannot act unilaterally to put new or 
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revised conditions of approval in place, or even revert to those that pre-existed the 2023 REMS.  

See Long Decl. ¶¶ 17-22.  Danco is committed to defending the 2000 approval, 2016 changes, and 

2023 REMS on all available grounds.  FDA, which initiated 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, see ECF No. 20-1 at 8, 10, does not share Danco’s 

financial or practical interests in the 2000 approval, 2016 changes, or the 2023 REMS.  Instead, 

FDA seeks to exercise its regulatory discretion while “bear[ing] in mind broader public-policy 

implications” of its decisions.  Berger v. N.C. 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).   

Before the Plaintiff States filed this case, FDA announced that it would undertake a review 

of the mifepristone REMS.  See generally Kennedy Letter.  Secretary Kennedy instructed FDA to 

“conduct a study of the safety of the current REMS, in order to determine whether modifications 

are necessary.”  Id. at 1.  This announcement questioned the consideration and scientific evidence 

supporting the 2023 REMS approval, asserting that reconsideration by the Department of Health 

and Human Services (HHS) “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.”  Id. at 1-2.  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. 1:17-cv-00493, 2025 WL 3101785, at 

*1-2 (D. Haw. Oct. 30, 2025).  Regardless, FDA’s “reevaluation” constitutes exactly the kind of 

“conduct showing that the [FDA] inadequately represent[s]” Danco’s interests.  Burgum, 132 F.4th 

at 923 (discussing Trbovich v. United Mine Workers of Am., 404 U.S. 528, 536-537 (1972), and 

Epsy, 18 F.3d at 1208).   

FDA’s requests for a stay in this and two other cases involving mifepristone lay bare the 

difference in the parties’ legal positions.  As FDA observes, it has “concluded that the best path 

forward is for the agency to undertake a new review based on the evidence before the agency.”  
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ECF No. 20-1 at 3; see also Louisiana ECF No. 51 at 3; Missouri ECF No. 293-1 at 7.  FDA’s 

filings to date in Louisiana have not defended FDA’s actions related to mifepristone on the merits.  

Louisiana ECF No. 50-1 at 9-20.  Danco, in contrast, raised zone-of-interest, exhaustion, ripeness, 

and merits defenses that are not part of FDA’s filing.  See Louisiana ECF No. 230-1 at 13-20.  

These differences clearly rebut any presumption of adequate representation.  See La Union del 

Pueblo Entero, 29 F.4th at 308-309; 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”); Miller v. Vilsack, No. 21-11271, 2022 WL 851782, at *3-4 & n.4 (5th 

Cir. Mar. 22, 2022) (per curiam).  Indeed, the Louisiana Plaintiffs withdrew their objection to 

Danco’s intervention motion “in light of” FDA’s “refusal to defend” the 2023 REMS on the merits, 

Louisiana ECF No. 111 at 1 n.1, and the district court granted Danco intervention as of right, 

Louisiana ECF No. 229; accord Franciscan All., Inc. v. Azar, 414 F. Supp. 3d 928, 935 (N.D. Tex. 

2019) (O’Connor, J.) (holding that government’s position that rule is “unlawful under the APA” 

“demonstrat[es] they will not adequately represent Putative Intervenors’ interests”). 

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 Pharm. Corp. v. Shalala,  

140 F.3d 1060, 1076 (D.C. Cir. 1998) (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] 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). 

II. Alternatively, This Court Should Grant Permissive Intervention.  

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. 
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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 briefing will address this Court’s subject-matter jurisdiction; the standards 

imposed on FDA by the APA; and the factual record that informed FDA’s decisions to approve 

Mifeprex in 2000, the 2016 changes, and the 2023 REMS.  These issues are core to resolving the 

Plaintiff States’ challenges.  And unlike FDA—which must consider broader institutional interests 

and triangulate its defense between HHS’s expressed policy concerns and FDA’s obligation under 

the Purcell remand order—Danco is unencumbered in raising all available arguments, both on 

threshold grounds and on the merits.  Danco also is 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—where 

Danco participated in briefing and oral argument at every stage, from the district court’s 

proceedings through the Supreme Court.   Danco’s role as an intervenor continues in the Missouri 

States action that was transferred to Missouri, and the court in the Louisiana litigation granted 

Danco intervention as of right.  Like in Alliance, Missouri, and Louisiana, the expansive relief the 
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Plaintiff States seek here—forcing a product off the market or altering its FDA-approved 

conditions—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 

relied on for years.  Danco would be significantly and immediately harmed if the relief that the 

Plaintiff States seek were granted.  FDA will not suffer this same type of harm, since it is Danco 

(not the government) that is charged with complying with drug approval and 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, Danco respectfully requests that this Court grant its Motion to Intervene.

  
Respectfully submitted, 

 
/s/ Wayne L. Robbins, Jr.   
Wayne L. Robbins, Jr., TX Bar No. 24040356 
ROBBINS TRAVIS PLLC  
2485 E. Southlake Blvd., Suite 160  
Southlake, TX 76092  
Tel: (817) 918-2307  
Fax: (817) 458-0414  
WLR@RobbinsTravis.com 
 
Jessica L. Ellsworth* 
Alexander V. Sverdlov* 
Danielle Desaulniers Stempel* 
Dana A. Raphael* 
Katherine T. McKay* 
HOGAN LOVELLS US LLP 
555 Thirteenth Street, N.W. 
Washington, D.C. 20004 
Tel:  (202) 637-5600 
jessica.ellsworth@hoganlovells.com 
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UNITED STATES DISTRICT COURT 
FOR THE NORTHERN DISTRICT OF TEXAS 

WICHITA FALLS DIVISION 
 

 
THE STATE OF FLORIDA, et al., 
 

Plaintiffs, 
 

v. 
 
U.S. FOOD AND DRUG 
ADMINISTRATION, et al.,  
 

Defendants. 
 

 
 
 
 
 
Civ. No.: 7:25-cv-00126-O 
Chief Judge Reed O’Connor 

 
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. Plaintiffs in this case challenge many of the same FDA decisions as the plaintiffs 

challenged in FDA v. Alliance for Hippocratic Medicine.  As I explained in my declarations filed 
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in the Fifth Circuit and U.S. Supreme Court in that case, see Exs. 1-2, the relief Plaintiffs seek 

here would impose numerous harms on Danco. 

6. If this Court issues an order withdrawing FDA’s 2000 approval of Mifeprex, 

Danco would no longer be able to distribute Mifeprex.  

7. From the time Danco acquired the rights to distribute and market Mifeprex, 

Danco has relied on the fact that Congress expressly granted pharmaceutical companies due 

process rights that generally apply before a pharmaceutical product can be withdrawn from the 

market.  Danco, like other pharmaceutical companies, relies on the fact that FDA cannot simply 

change its mind about a previous approval; it must invoke specific procedures to revoke a 

previously granted approval. 

8. Because Danco has only a single pharmaceutical product, any action that prevents 

Danco from distributing its product would result in the effective closure of our business.  Danco 

would no longer have the ability to market its sole product and would no longer be generating 

any revenue.  

9. If the 2000 approval of Mifeprex were withdrawn, the suppliers, manufacturers, 

distributors and pharmacies associated with Mifeprex will also be negatively affected by the loss 

of business.  

10. Other court ordered changes regarding Mifeprex would also negatively affect 

Danco.  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 to 

revisions over the years, including in 2016 and 2023. 

11. The 2016 changes to the conditions of use and REMS for Mifeprex were 

extensive.  They include: 

a. Approving the drug for use up to 70 days’ gestation, from the initially 

approved 49 days.  

b. Changing the approved dose of Mifeprex from 600 mg to 200 mg.  
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c. Changing the approved dose of misoprostol from 400 mcg to 800 mcg, 

and the route of administration from oral to buccal.  

d. Changing the time interval between dosing Mifeprex and misoprostol 

from 48 hours to 24-48 hours.  

e. Removing the requirement that the patient take the drugs at the medical 

facility. 

f. Decreasing the number of required office visits from three to one.  

g. Permitting non-physicians with state-authorized prescribing authority to 

be certified prescribers. 

h. Requiring the REMS-specific safety reporting (as opposed to the generally 

applicable adverse event reporting required by FDA regulation, which also apply) to include only 

patient deaths. 

12. 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). 

13. 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.  

14. 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 
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g. Danco website 

h. Promotional materials 

i. Contracts with suppliers and distributors. 

15. To my knowledge, no court-ordered stay or injunction of a REMS for any product 

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.  

16. In endeavoring to understand what FDA would expect of Danco if the court were 

to order the requested stay or injunction of the 2016 or 2023 changes or 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 

17. 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 ¶ 10, Emergency Stay Application, Appendix 113a, FDA v. 

Alliance for Hippocratic Medicine, Supreme Court No. 23A902 (“Stay Appendix”).1  The 

declaration stated that “[t]he reality is far more disruptive” than simply reverting to a previously 

approved REMS.  Id. 

18. 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. 

 
1 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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19. 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. 

20. 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. 

21. 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.”  Id. 

22. The FDA declaration addressed the impact of enjoining several FDA decisions, 

including the 2016 changes and 2021 non-enforcement decisions.  Id. ¶ 10.  I 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 Plaintiffs’ challenges to several other decisions, including the 2023 REMS, 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. 

23. 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 14 

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 
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Mifeprex unless and until all of those steps have been completed, which would take time to 

accomplish.  

24. 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. 

25. 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 Danco’s telephone number and email and FDA’s telephone number and website for 

reporting such events. 

26. 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. 

27. 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 
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our business.  The impacts to patient care in states that have taken a different approach than 

Florida and Texas 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:  March 10, 2026    ___________________________________ 

Abigail Long 
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Exhibit 1 
 

Declaration of Abigail Long in support of Danco Laboratories, LLC’s motion to stay in Alliance 
for Hippocratic Medicine v. FDA, No. 23-10362 (5th Cir. Apr. 10, 2023), ECF No. 29 

Case 7:25-cv-00126-O     Document 21-2     Filed 03/13/26      Page 8 of 25     PageID 1777



1 

IN THE UNITED STATES COURT OF APPEALS 
FOR THE FIFTH CIRCUIT 

Alliance for Hippocratic Medicine, et al., 

Plaintiffs-Appellees, 

v. 

U.S. Food and Drug Administration, et al., 

Defendants-Appellants, 

and  

Danco Laboratories, LLC, 

Intervenor-Appellant. 

No. 23-10362 

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 Director of Marketing and Public Affairs 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 

Case: 23-10362      Document: 29     Page: 75     Date Filed: 04/10/2023
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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 20 years.  

5. The District Court’s ruling states that it is “staying” FDA’s approval 

of Mifeprex under Section 705 of the APA. I am not aware of any circumstance in 

which a court has ever “stayed” FDA’s approval of a pharmaceutical product. 

There is no statutory or regulatory guidance for us about what a judicial “stay” of 

FDA’s approval means or what obligations it imposes on us or FDA.  For example, 

there is no guidance about whether Mifeprex will remain in FDA’s Orange Book 

as an approved drug.  

6. The District Court’s ruling also states that if the appeals court 

disagrees with the “stay” analysis, the District Court would have alternatively 

ordered Defendants to suspend Mifeprex’s approval and all subsequent FDA 

actions that the Plaintiffs challenge until reaching a decision on the merits. I am not 

aware of any circumstance in which a court has ever suspended an FDA approval 

of a pharmaceutical product, and the District Court cited no authority for this 

alternative remedy. There is no statutory or regulatory guidance for us about what 

a judicial “suspension” of FDA’s approval means or what obligations it imposes on 

us or FDA.  
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7. From the time Danco acquired the rights to distribute and market 

Mifeprex, Danco has relied on the fact that Congress expressly granted 

pharmaceutical companies due process rights that generally apply before a 

pharmaceutical product can be withdrawn from the market.  Danco, like other 

pharmaceutical companies, relies on the fact that FDA cannot simply change its 

mind about a previous approval; it must invoke specific procedures to revoke a 

previously granted approval. See 21 U.S.C. § 355(e); 21 C.F.R. § 314.150. 

8. The District Court’s order appears designed to preclude the 

distribution of mifepristone for the indeterminate amount of time between now and 

a final judgment on the merits.  My understanding is that both the “stay” and 

alternative “suspension” remedies give the Plaintiffs a greater remedy than would 

be available at the time of a judgment on the merits, even if that judgment were in 

Plaintiffs’ favor, because the ordinary rules of administrative law require remand 

without vacatur.   

9. Innovation and investment in the pharmaceutical industry will be 

negatively impacted if courts can second-guess FDA’s scientific judgment and 

negate long-existing approvals without first returning any identified issues to FDA 

for its consideration and without regard for companies’ statutory rights.  

10. My understanding is that FDA’s approval of Mifeprex as safe and 

effective is, and has been, under FDA’s REMS authority since 2008.  
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Exhibit 2 
 

Declaration of Abigail Long in support of Danco Laboratories, LLC’s application for stay in 
Danco Laboratories, LLC v. Alliance for Hippocratic Medicine, No. 22A901 (U.S. Apr. 14, 

2023) 
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'DQFR�/DERUDWRULHV��//&��

$SSOLFDQW��

Y��

$OOLDQFH�IRU�+LSSRFUDWLF�0HGLFLQH��HW�DO���

5HVSRQGHQWV�

1R����$BBB

'(&/$5$7,21�2)�$%,*$,/�/21*�

,��$ELJDLO�/RQJ��GHFODUH�XQGHU�SHQDOW\�RI�SHUMXU\�DV�IROORZV��

�� ,�DP�RYHU�WKH�DJH�RI�����DP�FRPSHWHQW�WR�WHVWLI\�DV�WR�WKH�PDWWHUV�

KHUHLQ��DQG�PDNH�WKLV�GHFODUDWLRQ�EDVHG�RQ�P\�SHUVRQDO�NQRZOHGJH��

�� ,�DP�DQ�HPSOR\HH�RI�'DQFR�/DERUDWRULHV��//&��%DVHG�RQ�P\�SRVLWLRQ�DV�

'LUHFWRU�RI�0DUNHWLQJ�DQG�3XEOLF�$IIDLUV�DW�'DQFR��,�KDYH�SHUVRQDO�NQRZOHGJH�RI�WKH�

PDWWHUV�KHUHLQ���

�� 'DQFR�LV�D�VPDOO��SULYDWHO\�KHOG�SKDUPDFHXWLFDO�FRPSDQ\�WKDW�KROGV�

WKH�1HZ�'UXJ�$SSOLFDWLRQ��1'$��IRU�0LIHSUH[��$V�WKH�VSRQVRU�RI�WKH�1'$�IRU�

0LIHSUH[��'DQFR�KDV�WKH�ULJKW�XQGHU�WKH�)HGHUDO�)RRG��'UXJ��DQG�&RVPHWLF�$FW�WR�

PDUNHW�DQG�GLVWULEXWH�0LIHSUH[��'DQFR�KROGV�QR�RWKHU�1'$V�DQG�KDV�QR�EXVLQHVV�

RWKHU�WKDQ�PDUNHWLQJ�DQG�GLVWULEXWLQJ�0LIHSUH[���

�� 'DQFR�KDV�KHOG�WKH�1'$�DQG�EHHQ�UHVSRQVLEOH�IRU�WKH�GLVWULEXWLRQ�RI�

0LIHSUH[�LQ�WKH�8QLWHG�6WDWHV�IRU�RYHU����\HDUV���
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��

��� 7KH�)LIWK�&LUFXLW·V�UXOLQJ�XSKROGV�WKH�'LVWULFW�&RXUW·V�´VWD\µ�RI�WKH�

�����FKDQJHV�WR�WKH�0LIHSUH[�DSSURYDO��WKH������DSSURYDO�RI�JHQHULF�PLIHSULVWRQH��

DQG�WKH������GHFLVLRQ�WR�H[HUFLVH�HQIRUFHPHQW�GLVFUHWLRQ�ZLWK�UHVSHFW�WR�WKH�LQ�

SHUVRQ�GLVSHQVLQJ�UHTXLUHPHQW����

��� 7KH�UXOLQJ�DOVR�LPSOLHV�WKDW�WKH�FRXUW�´VWD\Vµ�WKH������5(06�

PRGLILFDWLRQV��ZKLFK�RIILFLDOO\�UHPRYHG�WKH�LQ�SHUVRQ�GLVSHQVLQJ�UHTXLUHPHQW�DQG�

PDGH�RWKHU�FKDQJHV�WR�WKH�5(06���7KH�'LVWULFW�&RXUW·V�UXOLQJ�VWDWHG�WKDW�3ODLQWLIIV�

VRXJKW�´D�SUHOLPLQDU\�LQMXQFWLRQ�RUGHULQJ�'HIHQGDQWV�WR�ZLWKGUDZ�RU�VXVSHQG������

)'$·V������$SSURYDO�DQG������$SSURYDO�RI�PLIHSULVWRQH�WDEOHWV������PJ��WKHUHE\�

UHPRYLQJ�ERWK�IURP�WKH�OLVW�RI�$SSURYHG�'UXJV������)'$·V������&KDQJHV�DQG������

*HQHULF�$SSURYDO��DQG�����)'$·V�$SULO�����������/HWWHU�DQG�'HFHPEHU�����������

5HVSRQVH�WR�WKH������3HWLWLRQ�FRQFHUQLQJ�WKH�LQ�SHUVRQ�GLVSHQVLQJ�UHTXLUHPHQW�IRU�

PLIHSULVWRQH�µ��'LVWULFW�&RXUW�3UHOLPLQDU\�,QMXQFWLRQ�2UGHU�DW�����7KHUH�ZDV�QR�

H[SUHVV�FKDOOHQJH�E\�3ODLQWLIIV�GXULQJ�WKH�SUHOLPLQDU\�LQMXQFWLRQ�SURFHHGLQJV�WR�WKH�

�����5(06�PRGLILFDWLRQ���7KH�'LVWULFW�&RXUW�GRHV�QRW�UHIHU�WR�RU�FLWH�WKH������

5(06�PRGLILFDWLRQ�LQ�LWV�UXOLQJ��

��� ,�GR�QRW�XQGHUVWDQG�ZKDW�OHJDO�EDVLV�WKH�)LIWK�&LUFXLW�KDV�WR�H[SDQG�

WKH�´VWD\µ�LVVXHG�E\�WKH�'LVWULFW�&RXUW�WR�LQFOXGH�WKH������5(06�PRGLILFDWLRQV�

ZKHQ�WKH�RQO\�TXHVWLRQ�EHIRUH�WKH�)LIWK�&LUFXLW�ZDV�ZKHWKHU�WR�OHDYH�WKH�'LVWULFW�

&RXUW·V�UXOLQJ�LQ�HIIHFW�GXULQJ�WKH�DSSHDO���,�DOVR�GR�QRW�XQGHUVWDQG�WKH�HIIHFW�RI�WKH�

)LIWK�&LUFXLW·V�RUGHU�LQ�WKLV�UHJDUG��
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��

��� ,�DP�QRW�DZDUH�RI�DQ\�FLUFXPVWDQFH�LQ�ZKLFK�D�FRXUW�KDV�HYHU�´VWD\HGµ�

FKDQJHV�WR�DQ�)'$�DSSURYDO�RI�D�SKDUPDFHXWLFDO�SURGXFW���7KHUH�LV�QR�VWDWXWRU\�RU�

UHJXODWRU\�JXLGDQFH�IRU�XV�DERXW�KRZ�WR�UHYHUW�WR�D�SULRU�1'$�RU�SULRU�YHUVLRQ�RI�WKH�

5(06��ZKHWKHU�LQ�ZKROH�RU�LQ�SDUW��

(IIHFW�RI�WKH�)LIWK�&LUFXLW·V�2UGHU��

��� 7KH������FKDQJHV�WR�WKH�FRQGLWLRQV�RI�XVH�IRU�0LIHSUH[�ZHUH�H[WHQVLYH�

DQG�GLG�PXFK�PRUH�WKDQ�DPHQG�FHUWDLQ�5(06�UHTXLUHPHQWV���7KH\�LQFOXGH��

D�� $SSURYLQJ�WKH�GUXJ�IRU�XVH�XS�WR����GD\V·�JHVWDWLRQ��IURP�WKH�LQLWLDOO\�

DSSURYHG����GD\V��

E�� &KDQJLQJ�WKH�DSSURYHG�GRVH�RI�0LIHSUH[�IURP�����PJ�WR�����PJ��

F�� &KDQJLQJ�WKH�DSSURYHG�GRVH�RI�PLVRSURVWRO�IURP�����PFJ�WR�����PFJ��

DQG�WKH�URXWH�RI�DGPLQLVWUDWLRQ�IURP�RUDO�WR�EXFFDO��

G�� &KDQJLQJ�WKH�WLPH�LQWHUYDO�EHWZHHQ�GRVLQJ�0LIHSUH[�DQG�PLVRSURVWRO�

IURP����KRXUV�WR�������KRXUV��

H�� 5HPRYLQJ�WKH�UHTXLUHPHQW�WKDW�WKH�SDWLHQW�WDNH�WKH�GUXJV�DW�WKH�

PHGLFDO�IDFLOLW\��

I�� 'HFUHDVLQJ�WKH�QXPEHU�RI�UHTXLUHG�RIILFH�YLVLWV�IURP�WKUHH�WR�RQH��

J�� 3HUPLWWLQJ�QRQ�SK\VLFLDQV�ZLWK�VWDWH�DXWKRUL]HG�SUHVFULELQJ�DXWKRULW\�

WR�EH�FHUWLILHG�SUHVFULEHUV��

K�� 5HTXLULQJ�WKH�5(06�VSHFLILF�VDIHW\�UHSRUWLQJ��DV�RSSRVHG�WR�WKH�

JHQHUDOO\�DSSOLFDEOH�DGYHUVH�HYHQW�UHSRUWLQJ�UHTXLUHG�E\�)'$�

UHJXODWLRQ��ZKLFK�DOVR�DSSO\��WR�LQFOXGH�RQO\�SDWLHQW�GHDWKV��
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��

���� 7KH������5(06�UHYLVLRQV�SULPDULO\�UHPRYHG�WKH�LQ�SHUVRQ�GLVSHQVLQJ�

UHTXLUHPHQW�DQG�SURYLGHG�IRU�GLVSHQVLQJ�E\�FHUWLILHG�SKDUPDFLHV���

���� 7KHVH�QHZ�FRQGLWLRQV�RI�XVH�UHTXLUHG�FKDQJHV�WR�PXOWLSOH��UHODWHG�

PDWHULDOV��LQFOXGLQJ��

D�� 3UHVFULELQJ�,QIRUPDWLRQ�

E�� 0HGLFDWLRQ�*XLGH�

F�� 3DFNDJH�,QVHUW�

G�� 3URGXFW�SDFNDJLQJ�

H�� 3DWLHQW�HGXFDWLRQ�PDWHULDOV�

I�� 5(06�GRFXPHQW�

J�� 3UHVFULEHU�$JUHHPHQW�

K�� 3DWLHQW�$JUHHPHQW�

L�� 'DQFR�ZHEVLWH�

M�� 3URPRWLRQDO�PDWHULDOV�

N�� &RQWUDFWV�ZLWK�VXSSOLHUV�DQG�GLVWULEXWRUV��

���� &RPSO\LQJ�ZLWK�WKH�)LIWK�&LUFXLW·V�RUGHU�ZRXOG�UHTXLUH�UHYLVLRQV�WR�DOO�

RI�WKHVH�PDWHULDOV��DQG�ZH�H[SHFW�ZRXOG�UHTXLUH�SUHVFULEHUV�WR�EH�UH�FHUWLILHG�DQG�

WKH�SROLFLHV�DQG�SURFHGXUHV�LQ�SODFH�ZLWK�GLVWULEXWRUV�WR�EH�VXEVWDQWLDOO\�UHYLVHG���

0XFK�RI�WKLV�ZRXOG�UHTXLUH�)'$�DSSURYDO�EHIRUH�LW�FRXOG�EH�LPSOHPHQWHG���$OO�RI�

WKLV�ZRXOG�EH�WLPH�FRQVXPLQJ��DQG�FRQFHLYDEO\�ZRXOG�OHDYH�0LIHSUH[�PLVEUDQGHG�²�

DQG�LWV�GLVWULEXWLRQ�LQ�LQWHUVWDWH�FRPPHUFH�WKHUHIRUH�SURKLELWHG�²�IRU�DQ�H[WHQGHG�

SHULRG�RI�WLPH����
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��

���� 0RUHRYHU��WKH�RUGHU�RI�WKH�)HGHUDO�'LVWULFW�&RXUW�IRU�WKH�(DVWHUQ�

'LVWULFW�RI�:DVKLQJWRQ��-XGJH�5LFH��H[SUHVVO\�SURKLELWV�)'$�IURP�DSSURYLQJ�DQ\�

FKDQJHV�ZLWK�UHJDUG�WR�KRZ�0LIHSUH[�LV�ODEHOHG��GLVWULEXWHG��SUHVFULEHG��GLVSHQVHG�

DQG�XVHG�LQ�WKH����VWDWHV�DQG�'LVWULFW�RI�&ROXPELD�WKDW�DUH�SDUWLHV�LQ�WKDW�VXLW���

7KLV�FUHDWHV�VHULRXV�XQFHUWDLQW\��DW�EHVW��DV�WR�ZKHWKHU�)'$�FDQ�DSSURYH�WKH�

UHYLVLRQV�QHFHVVDU\�WR�FRPSO\�ZLWK�WKH�)LIWK�&LUFXLW·V�RUGHU����

���� ,I�)'$�FDQQRW�DSSURYH�WKRVH�FKDQJHV��'DQFR�ZLOO�EH�IRUFHG�LQWR�D�

FRPSOHWHO\�XQWHQDEOH�SRVLWLRQ���LW�ZLOO�KDYH�WR�HLWKHU�GLVFRQWLQXH�GLVWULEXWLRQ�RI�

0LIHSUH[�LQ�WKH����VWDWHV�QRW�FRYHUHG�E\�WKH�:DVKLQJWRQ�IHGHUDO�FRXUW�LQMXQFWLRQ��RU�

GLVWULEXWH�0LIHSUH[�WKHUH�WKDW�LV�QRW�DFFRPSDQLHG�E\�)'$�DSSURYHG�UHYLVLRQV�WR�WKH�

PDWHULDOV�WKDW�PXVW�EH�UHYLVHG�XQGHU�WKH�)LIWK�&LUFXLW·V�RUGHU���

���� �7KH�)LIWK�&LUFXLW·V�UXOLQJ�SURYLGHG�'DQFR�QR�JXLGDQFH�RQ�KRZ�LW�FDQ�

FRPSO\�ZLWK�WKH�FRPSHWLQJ�FRXUW�UXOLQJV�LQ�WHUPV�RI�KRZ�0LIHSUH[�LV�ODEHOHG��

SDFNDJHG��SURPRWHG��GLVWULEXWHG��SUHVFULEHG�DQG�GLVSHQVHG��DPRQJ�RWKHU�WKLQJV���

7KLV�ZLOO�FHUWDLQO\�DIIHFW�ZKHWKHU��RU�KRZ��0LIHSUH[�LV�DYDLODEOH�WR�SDWLHQWV��DQG�

ZKHWKHU�'DQFR�UHPDLQV�LQ�FRPSOLDQFH�ZLWK�LWV�RZQ�REOLJDWLRQV�XQGHU�WKH�5(06��

WKH�WHUPV�RI�)'$·V�DSSURYDO�RI�0LIHSUH[��DQG�DSSOLFDEOH�ODZV�DQG�UHJXODWLRQV�PRUH�

JHQHUDOO\���'DQFR�LV�ZHOO�DZDUH�WKDW�IDLOLQJ�WR�PHHW�WKHVH�REOLJDWLRQV��UHTXLUHPHQWV�

DQG�UHVSRQVLELOLWLHV�FDQ�KDYH�VWDWXWRU\��UHJXODWRU\��DQG�DGPLQLVWUDWLYH�

UHSHUFXVVLRQV��LQFOXGLQJ�FULPLQDO�SURVHFXWLRQ��DGPLQLVWUDWLYH�ILQHV��DQG�SURGXFW�

VHL]XUHV��
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���� $V�OLVWHG�DERYH��WKH������FKDQJHV�LQFOXGHG�UHYLVLQJ�WKH�GRVLQJ�UHJLPHQ�

WR�����PJ�RI�PLIHSULVWRQH�RUDOO\�IROORZHG�E\�����PFJ�RI�PLVRSURVWRO�EXFFDOO\��������

KRXUV�ODWHU���3UHYLRXVO\��WKH�GRVLQJ�UHJLPHQ�ZDV�����PJ�RI�PLIHSULVWRQH�RUDOO\�

IROORZHG�E\�����PFJ�PLVRSURVWRO�RUDOO\�����KRXUV�ODWHU���7KH�)LIWK�&LUFXLW·V�VWD\�SXWV�

'DQFR�LQ�WKH�SRVLWLRQ�RI�DIILUPDWLYHO\�WHOOLQJ�SURYLGHUV�WR�SUHVFULEH�WKUHH�WLPHV�WKH�

DPRXQW�RI�0LIHSUH[�WKDW�LV�QHHGHG�IRU�D�VDIH�DQG�HIIHFWLYH�PHGLFDWLRQ�DERUWLRQ��

���� 7KH������5(06�PDWHULDOV��LQFOXGLQJ�WKH�SUHVFULEHU�DQG�SKDUPDF\�

FHUWLILFDWLRQ�SURFHVV��DUH�EDVHG�RQ�WKH������5(06�PRGLILFDWLRQV���7KHUH�DUH�

FXUUHQWO\����SKDUPDFLHV�WKDW�DUH�FHUWLILHG�WR�GLVSHQVH�0LIHSUH[��FRQVLVWHQW�ZLWK�WKH�

�����5(06���$EVHQW�D�VWD\��'DQFR�ZLOO�EH�XQDEOH�RU�FKLOOHG�IURP�VHOOLQJ�0LIHSUH[�WR�

WKRVH�SKDUPDFLHV�EHFDXVH�LW�GRHV�QRW�NQRZ�ZKHWKHU�LW�PD\�GR�VR��DV�WKH������5(06�

DQG�WKH�:DVKLQJWRQ�IHGHUDO�FRXUW�RUGHU�FRQWHPSODWHV��RU�ZKHWKHU�LW�PD\�QRW�GR�VR��

DV�WKH�)LIWK�&LUFXLW·V�RUGHU�PDQGDWHV����

���� 'DQFR·V�FXUUHQW�GLVWULEXWLRQ�PRGHO�LV�DOVR�SUHPLVHG�RQ�WKH������

5(06��'DQFR�FDQQRW�UXQ�LWV�EXVLQHVV�ZLWKRXW�NQRZLQJ�ZKDW�SUHFLVH�FKDQJHV�WKH�

FRPSDQ\�PXVW�PDNH�LQ�LWV�GLVWULEXWLRQ�PRGHO�LQ�RUGHU�WR�EH�LQ�FRPSOLDQFH�ZLWK�WKH�

SRUWLRQ�RI�WKH�'LVWULFW�&RXUW·V�LQMXQFWLRQ�WKDW�UHPDLQV�LQ�HIIHFW�GXULQJ�WKH�)LIWK�

&LUFXLW�DSSHDO�RI�WKH�SUHOLPLQDU\�LQMXQFWLRQ�UXOLQJ��

���� 'DQFR�FDQQRW�GHWHUPLQH�KRZ�WKH�GHFLVLRQ�IURP�WKH�(DVWHUQ�'LVWULFW�RI�

:DVKLQJWRQ�UHODWHV�WR�WKLV�OLWLJDWLRQ��DQG�ZKHWKHU�'DQFR�LV�DEOH�WR�FRPSO\�ZLWK�

ERWK�FRXUW�RUGHUV��DQG�RU�ZKHWKHU�'DQFR�ZLOO�EH�UHTXLUHG�WR�RSHUDWH�XQGHU�WZR�
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��

SRWHQWLDOO\�FRQIOLFWLQJ�VHWV�RI�5(06�DQG�DFFRUGLQJO\�HVWDEOLVK�WZR�VHWV�RI�VXSSO\�

DQG�GLVWULEXWLRQ��WZR�VHWV�RI�OLWHUDWXUH��DQG�WKH�OLNH����

���� 'DQFR�LV�UHFHLYLQJ�PXOWLSOH�LQTXLULHV�IURP�FHUWLILHG�SUHVFULEHUV�DQG�

KHDOWKFDUH�VHWWLQJV�VHHNLQJ�DGYLFH�DQG�GLUHFWLRQ�RQ�ZKHWKHU�0LIHSUH[�ZLOO�FRQWLQXH�

WR�EH�DYDLODEOH�WR�WKHP��VR�WKH\�FDQ�SUHSDUH�WR�WUHDW�SDWLHQWV�ZLWK�WKH�QHFHVVDU\�

WLPHOLQHVV���'DQFR�LV�DW�D�ORVV�RI�KRZ�WR�UHVSRQG���%\�ZD\�RI�H[DPSOH��'DQFR�GRHV�

QRW�NQRZ�KRZ�LW�VKRXOG�LQWHUDFW�ZLWK�DQG�DGYLVH�FHUWLILHG�SURYLGHUV�ZKR�SUDFWLFH�LQ�

D�VWDWH�FRYHUHG�E\�WKH�:DVKLQJWRQ�IHGHUDO�FRXUW·V�GHFLVLRQ��OHW�DORQH�WKRVH�ZKR�

SUDFWLFH�ERWK�LQ�VXFK�D�VWDWH�DQG�DOVR�D�VWDWH�QRW�LQ�WKDW�OLWLJDWLRQ���'XULQJ�WKH�)LIWK�

&LUFXLW�DSSHDO�SURFHHGLQJV��PXVW�'DQFR�UH�FHUWLI\�WKDW�SURYLGHU�XVLQJ�WKH�SUH������

3URYLGHU�&HUWLILFDWLRQ�SURFHVV��DV�WKH�)LIWK�&LUFXLW�RUGHU�ZRXOG�FRQWHPSODWH��RU�LV�

WKH�FXUUHQW�FHUWLILFDWLRQ�VXIILFLHQW��DV�WKH�:DVKLQJWRQ�UXOLQJ�VXJJHVWV"��6KRXOG�

'DQFR�DGYLVH�SURYLGHUV�LQ�WKDW�VLWXDWLRQ�WKDW�WKH\�DUH�JRYHUQHG�E\�GLIIHUHQW�

REOLJDWLRQV�GHSHQGLQJ�RQ�WKH�JHRJUDSKLF�ORFDWLRQ�RI�WKH�FOLQLF�RU�IDFLOLW\�ZKHUH�WKH\�

VHH�HDFK�SDWLHQW"��:KDW�YHUVLRQ�RI�WKH�0HGLFDWLRQ�*XLGH�VKRXOG�'DQFR�WHOO�SURYLGHUV�

WR�JLYH�WR�SDWLHQWV"��7KLV�LV�DQ�XQWHQDEOH�VLWXDWLRQ�WKDW�WKUHDWHQV�'DQFR·V�DELOLW\�WR�

FRQGXFW�LWV�EXVLQHVV�LQ�D�PDQQHU�WKDW�FRPSOLHV�ZLWK�DSSOLFDEOH�ODZ�DQG�WKDW�LV�

FRPPHUFLDOO\�IHDVLEOH���

7KH�6LJQLILFDQW�8QFHUWDLQW\�5HJDUGLQJ�WKH�)LIWK�&LUFXLW·V�2UGHU�7KUHDWHQV�
DQG�:LOO�&KLOO�'DQFR·V�&RQWLQXHG�2SHUDWLRQ�
�

���� $V�D�GLUHFW�UHVXOW�RI�WKH�)LIWK�&LUFXLW·V�RUGHU�DQG�WKH�FRQIXVLRQ�LW�KDV�

HQJHQGHUHG��LW�LV�XQFOHDU�WR�PH�WKDW�'DQFR�ZLOO�EH�ZLOOLQJ�DQG�DEOH�WR�FRQWLQXH�

GLVWULEXWLQJ�0LIHSUH[���%\�LQWHQWLRQ��)'$�UHJXODWLRQ�RI�SKDUPDFHXWLFDOV�LV�QDWLRQDO�
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��

LQ�VFRSH���,W�LV�LQLPLFDO�WR�IHGHUDO�UHJXODWLRQ�RI�SKDUPDFHXWLFDOV�IRU�WKHUH�WR�EH�

DQ\WKLQJ�RWKHU�WKDQ�D�VLQJOH�VHW�RI�FRQGLWLRQV�XQGHU�ZKLFK�DQ�)'$�DSSURYHG�

SUHVFULSWLRQ�GUXJ�LV�DSSURYHG�DQG�PDGH�DYDLODEOH���'DQFR�LV�VLPSO\�QRW�VHW�XS�WR�

PDUNHW�DQG�GLVWULEXWH�0LIHSUH[�VLPXOWDQHRXVO\�XQGHU�WZR�VHSDUDWH�5(06�

SURJUDPV�RU��PRUH�EURDGO\��FRQGLWLRQV�RI�XVH���

���� %HFDXVH�0LIHSUH[�LV�'DQFR·V�RQO\�SURGXFW��LI�ZH�DUH�SUHYHQWHG�IURP�

GLVWULEXWLQJ�RXU�SURGXFW��ZH�ZLOO�QRW�EH�JHQHUDWLQJ�UHYHQXH���7KH�IDLOXUH�WR�JHQHUDWH�

UHYHQXH�ZLOO�UHVXOW�LQ�WKH�HIIHFWLYH�FORVXUH�RI�RXU�EXVLQHVV���

���� (YHQ�LI�'DQFR�LV�DEOH�WR�FRQWLQXH�RSHUDWLQJ��UHYHUWLQJ�WR�WKH�SUH������

FRQGLWLRQV�RI�XVH�IRU�0LIHSUH[�ZLOO�VXEVWDQWLDOO\�GLVUXSW�'DQFR·V�EXVLQHVV�EHFDXVH�LW�

FDQQRW�PDNH�WKRVH�DGMXVWPHQWV�EHIRUH�WKH�'LVWULFW�&RXUW·V�VWD\�RI�LWV�UXOLQJ�H[SLUHV�

ODWHU�WRGD\��)ULGD\��$SULO�����

���� %HFDXVH�RI�WKH�FRQIXVLRQ�HQJHQGHUHG�E\�WKH�1RUWKHUQ�'LVWULFW�RI�7H[DV�

DQG�)LIWK�&LUFXLW·V�RUGHUV��DV�ZHOO�DV�WKH�FRQIOLFWLQJ�RUGHU�IURP�WKH�(DVWHUQ�'LVWULFW�

RI�:DVKLQJWRQ��LW�LV�XQFOHDU�WR�PH�KRZ�'DQFR�VKRXOG�KDQGOH�WKH�IROORZLQJ�

VLWXDWLRQV��

D�� 0XVW�'DQFR�PDNH�VLJQLILFDQW�FKDQJHV�WR�WKH�PDQXIDFWXULQJ�DQG�

SDFNDJLQJ�RI�WKH�SURGXFW�WR�VXSSO\�WKUHH�WDEOHWV�LQ�HDFK�ER["��,I�VR��

ZKDW�ZRXOG�WKRVH�FKDQJHV�LQFOXGH"�

E�� ,I�ODEHOLQJ�FKDQJHV�DUH�EHLQJ�PDGH��ZLOO�'DQFR�EH�DEOH�WR�GLVWULEXWH�

ILQLVKHG�SURGXFW�ZLWK�WKH�FXUUHQWO\�DSSURYHG�ODEHOLQJ�WKDW�LV�VLWWLQJ�
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ZLWK�D�GLVWULEXWRU�RU�WKLUG�SDUW\�ORJLVWLFV�SURYLGHU"��,V�WKH�DQVZHU�

GLIIHUHQW�LQ�GLIIHUHQW�VWDWHV"�

F�� 'DQFR�KDV�WKRXVDQGV�RI�FHUWLILHG�SUHVFULEHUV�DFURVV�WKH�FRXQWU\��PDQ\�

RI�ZKRP�DUH�FRQWDFWLQJ�WKH�FRPSDQ\�WR�DVN�ZKHWKHU�WKH\�ZLOO�EH�DEOH�

WR�FRQWLQXH�REWDLQLQJ�0LIHSUH[��ZKHWKHU�WKH\�ZLOO�EH�SHUPLWWHG�WR�

FRQWLQXH�SUHVFULELQJ�DQG�GLVSHQVLQJ�LW��DQG�XQGHU�ZKDW�FRQGLWLRQV�

�H�J���ZKDW�GRVH�LV�DSSURYHG��ZKDW�0HGLFDWLRQ�*XLGH�VKRXOG�EH�

SURYLGHG�WR�SDWLHQWV����7KH�GXHOLQJ�FRXUW�UXOLQJV�JLYH�QR�JXLGDQFH�RQ�

KRZ�'DQFR�FDQ�UHPDLQ�LQ�FRPSOLDQFH�ZLWK�WKH�ODZ�ZKHQ�UHVSRQGLQJ����

G�� :LOO�'DQFR�IDFH�HQIRUFHPHQW�DFWLRQ�²�ZKLFK�FDQ�LQFOXGH�FULPLQDO�

OLDELOLW\��FLYLO�ILQHV��SURGXFW�VHL]XUHV�DQG�LQMXQFWLRQV�²�IRU�GLVWULEXWLQJ�

LWV�SURGXFW�LQ�LQWHUVWDWH�FRPPHUFH�LI�WKH�FRPSDQ\·V�FHUWLILHG�SURYLGHUV��

RU�DW�OHDVW�FHUWLILHG�SURYLGHUV�LQ�FHUWDLQ�VWDWHV��KDYH�VLJQHG�RQO\�WKH�

FXUUHQW�5(06�3UHVFULEHU�$JUHHPHQW��

H�� 7R�ZKDW�H[WHQW�PXVW�'DQFR�UHYLVH�LWV�ZHEVLWH�WR�UHYHUW�WR�SUH������

FRQGLWLRQV�RI�XVH��DQG�ZLOO�ZH�EH�UHTXLUHG�WR�PDLQWDLQ�VHSDUDWH�

ZHEVLWHV�E\�VWDWH"�

I�� :LOO�'DQFR�EH�UHTXLUHG�WR�VXEPLW�D�VXSSOHPHQWDO�QHZ�GUXJ�DSSOLFDWLRQ�

�V1'$��WR�DPHQG�WKH�3UHVFULELQJ�,QIRUPDWLRQ��0HGLFDWLRQ�*XLGH��

5(06�GRFXPHQWDWLRQ��DPRQJ�RWKHU�WKLQJV��WR�UHYHUW�WR�WKH�SUH������

FRQGLWLRQV�RI�XVH"��6KRXOG�WKDW�V1'$�DVN�IRU�GLIIHUHQW�UXOHV�IRU�

GLIIHUHQW�VWDWHV��ZKLFK�LV�VRPHWKLQJ�)'$�KDV�QHYHU�EHIRUH�DSSURYHG"��
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J�� :KDW�FDQ�'DQFR�GR�LQ�WKH�OLNHO\�PRQWKV��RU�PRUH��EHIRUH�)'$�DSSURYHV�

DQ\�VXFK�VXSSOHPHQW��DVVXPLQJ�LW�FDQ�GR�VR�JLYHQ�WKH�(DVWHUQ�'LVWULFW�

RI�:DVKLQJWRQ·V�RUGHU"���7KH������5(06�UHYLVLRQV��ZKLFK�ZHUH�PRUH�

OLPLWHG�LQ�VFRSH�WKDQ�ZKDW�ZRXOG�EH�UHTXLUHG�E\�WKH�)LIWK�&LUFXLW·V�

RUGHU��WRRN�PRUH�WKDQ�D�\HDU�WR�EH�DSSURYHG�����

K�� +RZ�ZLOO�'DQFR�UHQHJRWLDWH�ZLWK�LWV�YHQGRUV�DQG�FRQWUDFWRUV��LQFOXGLQJ�

LWV�FRQWUDFW�PDQXIDFWXUHUV��GLVWULEXWRUV��DQG�SKDUPDFLHV��WR�

LPSOHPHQW�WKHVH�FKDQJHV��HVSHFLDOO\�LI�ZH�KDYH�GLIIHUHQW�FRQGLWLRQV�LQ�

WZR�GLIIHUHQW�VHWV�RI�VWDWHV"�

L�� +RZ�ZLOO�'DQFR�FHUWLI\�QHZ�SURYLGHUV�ZKLOH�WKH�DSSHDO�LV�SHQGLQJ"��

�'DQFR�KDV�FHUWLILHG����QHZ�SURYLGHUV�WR�GDWH�LQ������LQ�YDULRXV�VWDWHV�

DURXQG�WKH�FRXQWU\�XVLQJ�WKH�FHUWLILFDWLRQ�SURFHVV�LQ�WKH������5(06�����

���� $OWKRXJK�WKH�SRWHQWLDOO\�FRQIOLFWLQJ�GHFLVLRQ�IURP�WKH�(DVWHUQ�'LVWULFW�

RI�:DVKLQJWRQ�H[DFHUEDWHV�PDQ\�RI�WKHVH�LVVXHV��WKH�)LIWK�&LUFXLW·V�RUGHU�

SXUSRUWLQJ�WR�LQVWUXFW�'DQFR�WR�UHWXUQ�WR�D�SUH������VWDWH�RI�DIIDLUV�LQGHSHQGHQWO\�

ZLOO�FDXVH�'DQFR�VLJQLILFDQW�FRQIXVLRQ�DQG�LUUHSDUDEOH�KDUP���7KHVH�LQMXULHV�DUH�

GLVWLQFW�IURP�DQ\�WKDW�IORZHG�IURP�WKH�'LVWULFW�&RXUW·V�UXOLQJ��

���� 7KH�)LIWK�&LUFXLW·V�RUGHU�ZLOO�UHTXLUH�'DQFR�WR�PDNH�PDWHULDO�FKDQJHV�

WR�KRZ�0LIHSUH[�LV�SDFNDJHG��ODEHOHG��GLVWULEXWHG�DQG�WKH�SURGXFW·V�FRQGLWLRQV�RI�

XVH���7KHVH�FKDQJHV�ZLOO�QHHG�WR�EH�DFFRPSOLVKHG�SULPDULO\�E\�UHYLVLRQV�WR�WKH�

5(06��ZKLFK�ZLOO�UHTXLUH�SUHSDUDWLRQ�DQG�VXEPLVVLRQ�RI�DQ�V1'$�DQG�)'$�UHYLHZ�

RI�WKH�VDPH���7KH�SURFHVV�RI�V1'$�UHYLHZ�DQG�DSSURYDO�W\SLFDOO\�UHTXLUHV�EDFN�DQG�
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IRUWK�EHWZHHQ�WKH�FRPSDQ\�DQG�WKH�DJHQF\��DQG�FDQ�EH�H[SHFWHG�WR�WDNH�PRQWKV��DW�

WKH�YHU\�OHDVW���'DQFR�PLJKW�YHU\�ZHOO�EH�IRUFHG�WR�KDOW�RSHUDWLRQV�XQWLO�WKH�V1'$�LV�

DSSURYHG��

���� )XUWKHU��WKLV�´VWD\µ�FRXOG�EH�UHQGHUHG�LQHIIHFWLYH�RU�RWKHUZLVH�

DPHQGHG�GXULQJ�WKH�FRXUVH�RI�WKH�OLWLJDWLRQ��ZKLFK�ZRXOG�FUHDWH�DGGLWLRQDO�

GLVUXSWLRQ�DQG�UHTXLUH�IXUWKHU�FKDQJHV�WR�WKH�DSSURYDO���6ZLWFKLQJ�EDFN�DQG�IRUWK�

EHWZHHQ�WKH������5(06��SUH������FKDQJHV��DQG�DQRWKHU�SRWHQWLDO�RSWLRQ�EDVHG�RQ�

WKH�DSSHDO�RI�WKH�´VWD\µ�ZRXOG�EH�SDUWLFXODUO\�EXUGHQVRPH��JHQHUDWLQJ�FRQIXVLRQ�IRU�

'DQFR��LWV�YHQGRUV�DQG�FRQWUDFWRUV��KHDOWKFDUH�SURYLGHUV��DQG�SDWLHQWV����

���� 7KH�1RUWKHUQ�'LVWULFW�RI�7H[DV�UXOLQJ��DV�SDUWLDOO\�DIILUPHG�E\�WKH�

)LIWK�&LUFXLW��FRPSOHWHO\�XSHQGV�WKH�VWDWXV�TXR��DQG�LQ�D�ZD\�WKDW�LV�QRW�VXSSRUWHG�

E\�WKH�IDFWV�RU�WKH�ODZ��DQG�WKDW�ZRXOG�EH�KXJHO\�GLVUXSWLYH�WR�DOO�FRQFHUQHG����

���� 0\�GHFODUDWLRQ�VXEPLWWHG�WR�WKH�)LIWK�&LUFXLW�IRFXVHG�RQ�WKH�UXOLQJ�

EHLQJ�DSSHDOHG��ZKLFK�VWD\HG�WKH������DSSURYDO���*LYHQ�WKH�GUDVWLF�QDWXUH�RI�WKH�

GLVWULFW�FRXUW·V�LQMXQFWLRQ��WKHUH�ZDV�QR�UHDVRQ�WR�DGGUHVV�WKH�KDUPV�DQG�

FRPSOH[LWLHV�WKDW�ZRXOG�UHVXOW�IURP�D�VWD\�RI�RQO\�WKH������DQG�IRUZDUG�)'$�

GHFLVLRQV����

���� $�IXOO�VWD\�RI�WKH�RUGHU�RI�WKH�1RUWKHUQ�'LVWULFW�RI�7H[DV�SHQGLQJ�

DSSHDO�ZRXOG�DOORZ�'DQFR�WLPH�WR�FRQVXOW�ZLWK�)'$�DQG�GHWHUPLQH�KRZ�EHVW�WR�

LPSOHPHQW�WKH�UXOLQJ�RI�WKH�'LVWULFW�&RXUW�DQG�RU�WKH�)LIWK�&LUFXLW��LI�HLWKHU�ZHUH�WR�

VWDQG�IROORZLQJ�IXUWKHU�DSSHOODWH�UHYLHZ���,W�ZRXOG�DOVR�DOORZ�'DQFR�WLPH�WR�
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GHWHUPLQH�KRZ�EHVW�WR�DFFRPPRGDWH�WKH�WZR�DSSDUHQWO\�FRQIOLFWLQJ�FRXUW�RUGHUV�

UHJDUGLQJ�WKH������5(06��

�

,�GHFODUH�XQGHU�WKH�SHQDOW\�RI�SHUMXU\�XQGHU�WKH�ODZV�RI�WKH�8QLWHG�6WDWHV�RI�
$PHULFD�WKDW�WKH�IRUHJRLQJ�LV�WUXH�DQG�FRUUHFW��
�
�
�
'DWHG���$SULO���������� � � � � � � � � � �
� � � � � � � � � $ELJDLO�/RQJ�
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IN THE UNITED STATES DISTRICT COURT 
FOR THE NORTHERN DISTRICT OF TEXAS 

WICHITA FALLS DIVISION 
 

 
THE STATE OF FLORIDA, et al., 
 

Plaintiffs, 
 

v. 
 
U.S. FOOD AND DRUG ADMINISTRATION, 
et al.,  

Defendants,  
 

and  
 
DANCO LABORATORIES, LLC,  
 

Intervenor-Defendant. 
 

 
 
 
 
 
No. 7:25-cv-00126-O 
 
Chief Judge Reed O’Connor 

 

DANCO LABORATORIES, LLC’S MOTION TO DISMISS 

Oral Argument Requested 

Danco Laboratories, LLC moves to dismiss Plaintiffs’ complaint under Rules 12(b)(1), 

12(b)(3), and 12(b)(6) of the Federal Rules of Civil Procedure for lack of subject-matter 

jurisdiction, lack of venue with respect to Florida, and for failure to state a claim upon which relief 

can be granted.  In support of this motion, Danco relies on the accompanying brief.  A proposed 

order is also attached.  In light of the history of the litigation over Mifeprex’s approvals, Danco 

respectfully requests oral argument. 

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. 20-1.  However, 

Danco respectfully submits that, in the absence of Article III jurisdiction, the more prudent course 

is to dismiss the action. 
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Respectfully submitted, 
 

/s/ Wayne L. Robbins, Jr.  
Wayne L. Robbins, Jr., TX Bar No. 24040356 
ROBBINS TRAVIS PLLC  
2485 E. Southlake Blvd., Suite 160  
Southlake, TX 76092  
Tel: (817) 918-2307  
Fax: (817) 458-0414  
WLR@RobbinsTravis.com 
 
Jessica L. Ellsworth* 
Alexander V. Sverdlov* 
Danielle Desaulniers Stempel* 
Dana A. Raphael* 
Katherine T. McKay* 
HOGAN LOVELLS US LLP 
555 Thirteenth Street, N.W. 
Washington, D.C. 20004 
Tel:  (202) 637-5600 
jessica.ellsworth@hoganlovells.com 
 
*pro hac vice pending 
 
Counsel for Danco Laboratories, LLC 
 

Dated:  March 13, 2026 
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CERTIFICATE OF SERVICE 

 I certify that on March 13, 2026, I electronically filed the foregoing using the CM/ECF 

system.  Notice of this filing will be sent by operation of the Court’s electronic filing system to all 

counsel of record. 

Samuel F. Elliott (FL 1039898)  
Deputy Solicitor General  
Office of the Florida Attorney General  
PL-01 The Capitol  
Tallahassee, FL 32399-1050  
Telephone: (850) 414-3300  
Facsimile: (850) 410-2672  
samuel.elliott@myfloridalegal.com 
 
Counsel for Plaintiff State of Florida 
 
Noah T. Katzen   
U.S. Department of Justice 
1100 L St., N.W.  
Washington, DC 20005  
202-305-2428  
Noah.T.Katzen@usdoj.gov  
 
Counsel for Federal Defendants 

Amy Snow Hilton  
Texas State Bar No. 24097834  

Katherine Pitcher  
Texas State Bar No. 24143894  

Camryn Sutton  
Texas State Bar No. 24150020  

Jonathan Voos  
Texas State Bar No. 24149471  

Office of the Texas Attorney General  
PO Box 12548  
Austin, TX 78711-2548  
Telephone: (512) 936-1709  
Facsimile: (512) 499-0712  
amy.hilton@oag.texas.gov  
katherine.pitcher@oag.texas.gov  
camryn.sutton@oag.texas.gov  
jonathan.voos@oag.texas.gov 
 
Counsel for Plaintiff State of Texas 

 

/s/ Wayne L. Robbins, Jr. 
Wayne L. Robbins, Jr. 
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THE UNITED STATES DISTRICT COURT 
FOR THE NORTHERN DISTRICT OF TEXAS 

WICHITA FALLS DIVISION 
 

 
THE STATE OF FLORIDA, et al., 
 

Plaintiffs, 
 

v. 
 
U.S. FOOD AND DRUG ADMINISTRATION, 
et al.,  

Defendants,  
 

and  
 
DANCO LABORATORIES, LLC,  
 

Intervenor-Defendant. 
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BRIEF IN SUPPORT OF  
DANCO LABORATORIES, LLC’S MOTION TO DISMISS
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INTRODUCTION 

 Two years ago, the Supreme Court unanimously rejected a doctors group’s efforts to 

challenge the Food and Drug Administration’s (FDA’s) regulation of mifepristone.  The Court’s 

ruling was unambiguous:  Nothing in FDA’s regulation of mifepristone required those doctors to 

“prescribe or use mifepristone” or to “do anything or to refrain from doing anything,” and their 

attenuated link to FDA’s drug approvals did not satisfy Article III.  FDA v. Alliance for 

Hippocratic Med., 602 U.S. 367, 385 (2024).  FDA’s actions likewise do not require the Plaintiff 

States here—Florida and Texas—to prescribe or use mifepristone, nor compel those States to do 

or refrain from doing anything.  Texas and Florida seek to bring a similar challenge as the Alliance 

doctors’ suit based on similarly (and even more) attenuated allegations.  The Plaintiff States’ 

Complaint should be dismissed for lack of standing. 

The Plaintiff States essentially assert that they suffer a traceable, redressable, and Article 

III cognizable injury from FDA’s actions because FDA’s actions do not align with their preferred 

policies and because other states have different state laws.  But divergence in abortion policy is a 

natural result of the Supreme Court “return[ing]” abortion policy to the states.  Dobbs v. Jackson 

Women’s Health Org., 597 U.S. 215, 292 (2022).  And states cannot challenge FDA’s supposed 

under-regulation of a drug by asserting “downstream” financial or sovereign injury, as the Ninth 

Circuit recognized when holding that Idaho lacked standing in a similar lawsuit challenging one 

of the same FDA actions at issue here.  Washington v. FDA, 108 F.4th 1163, 1175-76 (9th Cir. 

2024).  Indeed, Alliance held that doctors who said they provided follow-up care were too far 

removed to have Article III standing, yet the Plaintiff States premise their standing on an even 

more attenuated link in claiming that their state Medicaid programs may cover the cost of that 

follow-up medical care.  Adding another layer of attenuation makes their theory less viable than 

the “doctor standing” theory the Supreme Court unanimously rejected in Alliance.  And the 

Plaintiff States’ alternative theories of sovereign harm are not “legally and judicially cognizable,” 

because Florida and Texas do not identify any state restriction that they say FDA has preempted 

or assert that FDA prohibits them from enacting or enforcing restrictions on medication abortion 
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within their boundaries.  United States v. Texas, 599 U.S. 670, 676 (2023) (Priorities decision). 

The Plaintiff States’ Complaint has other threshold defects.  Although they seek review 

under the Administrative Procedure Act (APA), the Plaintiff States are not within the zone of 

interests for any of the underlying statutes they invoke.  They have not administratively exhausted 

their claims, as FDA regulations require.  Their challenges to the original 2000 mifepristone 

approval and 2016 changes are time-barred.  And the Plaintiff States’ challenge is not ripe given 

the ongoing FDA review.   

For each and all of these reasons, dismissal of the Plaintiff States’ Complaint is warranted. 

FACTUAL BACKGROUND 

2000 Mifeprex Approval.  Danco, a small pharmaceutical company, holds the New Drug 

Application (NDA) for Mifeprex (mifepristone) Tablets for use in a regimen with misoprostol for 

the medical termination of intrauterine pregnancy.  FDA approved Mifeprex in 2000 for use 

through 49 days gestation.  ECF No. 1-4 at App. 479-481 (2000 Approval Letter); see 21 U.S.C. 

§ 355; 21 C.F.R. § 314.105.  The 1996 NDA for Mifeprex presented extensive data on the drug’s 

efficacy and safety.  See ECF No. 1-4 at App. 483.  In approving Mifeprex as safe and effective, 

FDA imposed certain use restrictions under Subpart H, 21 C.F.R. § 314.520.1  Among those 

restrictions was a requirement that Mifeprex be dispensed in person by a physician.  ECF No. 1-5 

at App. 596-597; see also id. (requiring three in-office visits for medication abortions).  An 

independent review by the U.S. Government Accountability Office (GAO) confirmed that the 

approval and oversight process for Mifeprex was consistent with FDA’s processes for other drugs 

with Subpart H use restrictions.  GAO, GAO-08-751, FDA: Approval and Oversight of the Drug 

Mifeprex (2008), https://www.gao.gov/assets/gao-08-751.pdf.   

In 2002, several groups filed a citizen petition asking FDA to stay and ultimately reverse 

its 2000 Mifeprex approval.  ECF No. 1-4 at App. 375-469 (2002 Citizen Petition); Compl. ¶ 201.  

 
1 Prior to its REMS authority, the agency relied on Subpart H to impose use restrictions.  Subpart 
H also allows FDA to accelerate approval for certain new drugs.  FDA invoked Subpart H in its 
review of mifepristone solely for the use restrictions.  See ECF No. 1-4 at App. 488, 490. 
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FDA denied that petition in 2016.  ECF No. 1-5 at App. 540-572; Compl. ¶ 202.  Neither Florida 

nor Texas was a party to the citizen petition, and they did not file their own petition.  

In 2007, Congress amended the Food, Drug, and Cosmetic Act (FDCA) to give FDA 

authority to require a Risk Evaluation and Mitigation Strategy, or REMS, if the agency determines 

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), and FDA approved Danco’s supplemental NDA to set a REMS in 2011.  

ECF No. 1-5 at App. 528-538.  FDA subsequently updated the REMS that governs Mifeprex’s 

distribution several times.2  

2016 Changes.  In 2016, FDA approved a supplemental NDA that modified certain aspects 

of Mifeprex’s label and REMS based on 15 years of data reflecting the drug’s safety profile and 

dozens of studies reporting outcomes for tens of thousands of women under various combinations 

of the proposed changes.  See ECF No. 1-3 at App. 9-36 (FDA March 29, 2016 Summary Review).  

“FDA deemed Mifeprex safe to terminate 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.  GAO again found that FDA’s 

approval process followed the agency’s standard procedures.  GAO, GAO-18-292, FDA: 

Information on Mifeprex Labeling Changes and Ongoing Monitoring Efforts (2018), 

https://www.gao.gov/assets/gao-18-292.pdf.  In 2019, certain associations (but not Texas or 

Florida) filed a citizen petition requesting FDA undo the 2016 changes, which FDA ultimately 

denied in a detailed 40-page response.  See Alliance, 602 U.S. at 376; Compl. ¶¶ 203-204; ECF 

No. 1-6 at App. 711-750.  That petition did not ask FDA to rescind Mifeprex’s original 2000 

approval.  
 

2 FDA approved one generic version of mifepristone in 2019 and another in 2025.  See ECF No. 
1-6 at App. 695-700; FDA, ANDA Approval Letter from FDA to Evita Solutions, LLC (Sept. 30, 
2025), https://www.accessdata.fda.gov/drugsatfda_docs/appletter/2025/216616s000ltr.pdf.  The 
mifepristone REMS today applies to all three mifepristone products. 
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2021 Non-enforcement Decisions and 2023 REMS.  In 2020, during the COVID-19 

pandemic, the American College of Obstetricians and Gynecologists (ACOG) asked FDA to 

suspend enforcement of the in-person dispensing requirement because it unnecessarily put patients 

and providers at risk of COVID-19, delayed time-sensitive healthcare, and “served as a barrier to 

accessing this safe, effective medication.”  ECF No. 1-6 at App. 702-704.3  In response, FDA 

analyzed medical literature, postmarketing adverse-event reporting from earlier in the pandemic, 

and information about deviations or noncompliance events associated with the REMS.  ECF No. 

1-6 at App. 706-707.  FDA found no indication that forgoing in-person dispensing increased 

adverse events.  Id.  In April 2021, FDA announced that it would not enforce the in-person 

dispensing requirement during the public health emergency.  Id.  Neither Texas nor Florida filed a 

citizen petition challenging this action.  

FDA came to the same conclusion in its December 2021 response to the 2019 citizen 

petition seeking to undo the 2016 changes:  “[M]ifepristone may be safely used without in-person 

dispensing,” ECF No. 1-6 at App. 737, and in-person dispensing was “no longer necessary to 

ensure” the drug’s benefits outweigh the risks, id. at App. 735.  FDA relied on safety data from 

the nonenforcement period, which showed “no indication” that suspending in-person dispensing 

“contributed to” adverse events.  Id. at App. 707.  FDA also pointed to three studies analyzing 

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.  Id. 

at App. 737-739.   

Based on its analysis, FDA directed Danco to submit a supplemental NDA proposing 

 
3 Before FDA responded, ACOG sued to enjoin the in-person dispensing requirement.  ACOG v. 
FDA, 472 F. Supp. 3d 183 (D. Md. 2020).  Several states (not including Texas and Florida) moved 
to intervene.  The district court denied the states’ intervention motion because the states had not 
demonstrated a “direct and substantial interest” in the litigation.  ACOG v. FDA, 467 F. Supp. 3d 
282, 288 (D. Md. 2020).  State 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. at 286.  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.”  Id. at 289. 
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modifications to the REMS to remove the in-person dispensing requirement.  Danco complied, 

and FDA approved Danco’s supplemental NDA in January 2023.  See ECF No. 1-3 at App. 38-

211.  The Plaintiff States did not file a citizen petition challenging this action, either.   

2025 HHS Letter and Court Remand.  Responding to inquiries from state attorneys 

general, the Department of Health and Human Services (HHS) Secretary Robert Kennedy stated 

on September 19, 2025, that HHS is conducting “a study of the current [mifepristone] REMS, in 

order to determine whether modifications are necessary.”  Letter from Secretary Robert F. 

Kennedy, Jr. to State Attorneys General (Sept. 19, 2025), https://perma.cc/UT7C-NXHV 

(Kennedy Letter).  One month later, a federal district court in Hawaii held unlawful certain 

restrictions in the 2023 REMS because FDA “fail[ed] to provide a reasoned explanation for its 

restrictive treatment of the drug” in light of the available evidence that mifepristone is objectively 

safe.  Purcell v. Kennedy, No. 1:17-cv-00493, 2025 WL 3101785, at *2 (D. Haw. Oct. 30, 2025) 

(emphasis added).  FDA has received multiple citizen petitions asking the agency to reconsider its 

decisions around mifepristone, including requests to suspend the original Mifeprex approval.  ECF 

No. 20-1 at 8 (listing pending citizen petitions). 

PROCEDURAL HISTORY 

In November 2022, a group of physicians who oppose abortion challenged FDA’s 2000 

approval of Mifeprex, 2016 labeling changes, and 2021 non-enforcement decisions under the APA.  

See Alliance for Hippocratic Med. v. FDA, No. 2:22-cv-00223 (N.D. Tex.).  The Supreme Court 

unanimously held that the Alliance Plaintiffs “lack standing to challenge FDA’s actions.”  Alliance, 

602 U.S. at 374.  The Supreme Court rejected all of the Alliance Plaintiffs’ theories of standing as 

a matter of law, including because “the law has never permitted” plaintiffs “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. 

Over a year after the Supreme Court’s decision—and almost three years after the Alliance 

suit was filed—Florida and Texas moved to intervene in the Alliance suit, as had three other states, 

Missouri, Kansas, and Idaho.  Alliance ECF Nos. 151, 254, 255.  Before Danco or FDA responded 
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to Florida’s and Texas’s motion, the district court denied that motion as moot and transferred the 

other three states’ complaint to the Eastern District of Missouri, without addressing whether those 

states had standing.  Alliance ECF No. 273; see Missouri v. FDA, No. 4:25-cv-01580 (E.D. Mo.).  

FDA and Danco have since moved to dismiss that suit for lack of standing and other reasons.  

Missouri ECF Nos. 293, 294, 295. 

Another state, Louisiana, filed suit in September 2025 alongside an individual plaintiff.  

That suit challenges only the 2023 REMS.  Louisiana v. FDA, No. 6:25-cv-01491 (W.D. La.).  

Around the same time, FDA announced that it would be conducting an additional “study of the 

safety of the current REMS, in order to determine whether modifications are necessary.”  Kennedy 

Letter, supra, at 1.  Almost three months later, on December 9, 2025, Florida and Texas filed their 

Complaint here.  They challenge the 2000 approval, 2016 changes, 2021 non-enforcement 

decision, 2023 REMS, and two generic approvals. 

ARGUMENT 

 The Court should dismiss the Complaint for lack of jurisdiction, lack of venue with respect 

to Florida, or for failure to state a claim. 

I. Texas and Florida Fail To Establish Article III Standing.  

Like Alliance, this case begins and ends with the Plaintiffs’ lack of Article III standing.  To 

have standing, the Plaintiff States must show that they “have a ‘personal stake’ ” in FDA’s approval 

decisions for mifepristone.  Alliance, 602 U.S. at 379 (citation omitted).  That is, they must “clearly 

allege facts demonstrating” that they “(1) suffered an injury in fact, (2) that is fairly traceable to 

the challenged” FDA actions “and (3) that is likely to be redressed by a favorable judicial 

decision.”  Spokeo, Inc. v. Robins, 578 U.S. 330, 338 (2016) (quotation marks and alteration 

omitted).  The Plaintiff States attempt to meet this burden by alleging that FDA’s actions make it 

harder for them to enforce their state-law abortion restrictions, leading to various “economic” and 

“sovereign” injuries.  Compl. ¶¶ 283-304 (describing purported economic injuries), id. ¶¶ 305-333 

(describing purported sovereign injuries).  But none of these theories satisfies Article III’s 

requirements. 

Case 7:25-cv-00126-O     Document 21-4     Filed 03/13/26      Page 14 of 32     PageID 1811



 

7 

Because Texas is the only party that makes venue proper in this district, see id. ¶ 29; 

Alliance ECF No. 273 at 19-22, it is Texas that must have standing.  Florida cannot show that 

venue in Texas is proper; Florida is not a resident of the State of Texas and no “substantial part of 

the events or omissions giving rise to the claim occurred” in Texas.  28 U.S.C. § 1391(e)(1).  In 

any event, Florida does not have different or better arguments for standing than Texas does. 

A. Alliance Forecloses The Theory That Downstream State Medicaid Payments 
For Follow-Up Care Create Article III Standing To Challenge FDA’s Actions. 

Start with the alleged financial injuries.  The Plaintiff States assert that FDA’s actions 

around mifepristone will result in their Medicaid systems paying more “for medical expenses 

incurred to treat women suffering from post-abortion complications.”  Compl. ¶ 286.  This 

“medical costs” theory is directly foreclosed by Alliance—which is why the Ninth Circuit rejected 

this exact argument when Idaho presented it.  Washington, 108 F.4th at 1174. 

As Alliance explained, the causal chain between “FDA’s relaxed regulation” of a drug and 

“downstream economic injuries” for follow-up medical care is too “attenuated” to be a basis for 

Article III standing.  602 U.S. at 386, 390.  Indeed, “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.  Government action that “is so far removed from its distant (even if predictable) ripple 

effects” cannot satisfy Article III.  Id. at 383, 391.  The Supreme Court was clear:  Allowing parties 

to “challenge general safety regulations as unlawfully lax” based on such distant effects “would 

be an unprecedented” expansion of Article III jurisdiction and would lack any “principled” 

endpoint.  Id. at 391-392. 

Florida’s and Texas’s Complaint does not even cite the Alliance decision, much less 

wrestle with its reasoning.  Instead, the Plaintiff States proffer anecdotal stories suggesting that 

their Medicaid programs may pay doctors for providing follow-up care to a patient in the event 

such care is needed after a medication abortion.  E.g., Compl. ¶¶ 287-288.  And Texas and Florida 

claim, at a high level of generality, that they have been “forced to divert resources to” investigate 
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mifepristone that has arrived within their borders by mail.  Id. ¶¶ 302-304.  But the causal chain in 

Alliance was already too attenuated—because it flows through too many intermediaries, including 

patients and doctors—to create Article III standing.  That too-attenuated chain in Alliance cannot 

be overcome by adding more links in the chain.  

The Plaintiff States’ 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.  The Supreme Court has thus 

repeatedly cautioned against granting states standing based on these kinds of downstream effects, 

explaining that it would erode “bedrock Article III constraints.”  Id.; see id. at 674 (rejecting 

Texas’s theory that it was being harmed by expending money on “noncitizens who should be (but 

are not being) arrested by the Federal Government”); California v. Texas, 593 U.S. 659, 675-678 

(2021) (expressing skepticism of predictive effects on state budgets).  This is especially true “in 

the FDA drug-approval context,” where “virtually all drugs come with complications, risks, and 

side effects.”  Alliance, 602 U.S. at 392.   

The Plaintiff States’ theory would grant states standing to challenge almost any “alleged 

Executive Branch under-enforcement of . . . drug laws” merely by making statistical assumptions 

about how many patients could end up encountering a particular product.  Priorities, 599 U.S. at 

681.  The Supreme Court has refused to head “down that uncharted path.”  Alliance, 602 U.S. at 

392; see also Summers v. Earth Island Inst., 555 U.S. 488, 495, 497 (2009) (“statistical probability 

that some [plaintiffs] are threatened with concrete injury” insufficient even if coupled with 

allegations of past harm).  Other courts agree.  See, e.g., Maryland v. Dep’t of Agric., 151 F.4th 

197, 210 (4th Cir. 2025) (because “[i]nnumerable federal actions impact state budgets and 

programs,” a state’s “alleged decline[] in tax revenue” does not constitute “cognizable injury”); 

Arizona v. Biden, 40 F.4th 375, 386 (6th Cir. 2022) (“peripheral costs on a State” do not satisfy 

Article III); Las Ams. Immigrant Advoc. Ctr. v. DHS, 348 F.R.D. 397, 403 (D.D.C. 2025) (states’ 

indirect financial injuries from federal agency actions are “too attenuated to support Article III 

standing”); cf. Vita Nuova, Inc. v. Azar, 458 F. Supp. 3d 546, 557 (N.D. Tex. 2020) (O’Connor, 
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J.) (standing doctrine does not “open the floodgates to federal courts so long as a plaintiff could 

show a not-insignificant loss tied to a subjective fear of unproven harm”). 

When Idaho made the same standing arguments that Texas and Florida make here, the 

district court rejected it and the court of appeals agreed.  Put directly, Idaho’s alleged “economic 

injury in the form of increased costs to the state’s Medicaid system” did not give it standing to 

challenge FDA’s elimination of the in-person dispensing requirement in the 2023 REMS approval.  

Washington, 108 F.4th at 1174.  “Allowing Idaho to proceed based on predictions of increased 

emergency-room visits” or allegations of resource “burden[s] on law enforcement” would be a 

“boundless conception of Article III’s injury requirement.”  Id. at 1176-77.  Taken to their logical 

end, these types of arguments would mean that every state has “standing to challenge virtually 

every government action that they do not like—an approach to standing that [the Supreme] Court 

has consistently rejected as flatly inconsistent with Article III.”  Alliance, 602 U.S. at 392.  The 

“lack of historical precedent” for “the States’ assertion of standing” is a “telling indication of the 

severe constitutional problem.”  Priorities, 599 U.S. at 677.   

All of these problems are further exacerbated by the Plaintiff States’ failure to show that 

their “[in]direct pocketbook injur[ies]” are “fairly traceable” to each of FDA’s 2016, 2021, and 

2023 actions, as opposed to decisions (like the original 2000 mifepristone approval) that “operate 

independently.”  Haaland v. Brackeen, 599 U.S. 255, 296 (2023) (citation omitted).  “[S]tanding 

is not dispensed in gross,” TransUnion LLC v. Ramirez, 594 U.S. 413, 431 (2021), and as a result, 

the Plaintiff States must show they are “injured in fact by the action [they] sought to have 

reviewed,” Simon v. E. Ky. Welfare Rts. Org., 426 U.S. 26, 38-39 (1976) (emphasis added); see In 

re Gee, 941 F.3d 153, 161-162 (5th Cir. 2019) (“To ensure that standing is not dispensed in gross, 

the district court must analyze Plaintiffs’ standing to challenge each provision of law at issue.”).  

Given the contingencies in the causal chain, any alleged “marginal increase in the rate at which 

pregnant women require additional medical care” stemming from each of FDA’s changes since 

the initial 2000 approval is simply “too attenuated to establish the requisite causal connection.”  

Washington, 108 F.4th at 1176.   
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As a flip side of this same problem, the Plaintiff States also fail to allege a “substantial 

likelihood that victory” on their challenges to the 2016, 2021, and 2023 actions would redress their 

alleged Medicaid expenditures.  Simon, 426 U.S. at 45-46.  Those claims seek to return to the pre-

2016 mifepristone labeling and REMS, but the 2016 changes reduced the dosage of mifepristone, 

increased the efficacy of medication abortion, and further reduced adverse events.  Compare ECF 

No. 1-6 at App. 717 (92.1% in U.S. trials need no intervention under original labeling), with id. at 

App. 664, 719-720, 727 (97.4% of U.S. women need no intervention following 2016 changes).  

On the Plaintiff States’ own speculative and attenuated logic, the marginally lower efficacy rate 

under the pre-2016 labeling and REMS would make it more, not less, likely that women prescribed 

mifepristone may require some follow-up care and that the Plaintiff States’ Medicaid programs 

would be “injured.”  Both common sense and precedent dictate that a plaintiff lacks standing if it 

is “uncertain” whether “granting [the plaintiff] the relief it wants would remedy its injuries,” 

Inclusive Cmtys. Project, Inc. v. Dep’t of Treasury, 946 F.3d 649, 657-658 (5th Cir. 2019), because 

a plaintiff must show that it will “benefit in a tangible way from the court’s intervention,” Steel 

Co. v. Citizens for a Better Env’t, 523 U.S. 83, 103 n.5 (1998) (citation omitted); see also Noem v. 

Haaland, 41 F.4th 1013, 1018 (8th Cir. 2022) (no standing where “doing away with” the 

challenged federal provision “will only make it harder, not easier, for [the state] to remedy its 

claimed injury”); Waterkeeper All., Inc. v. Regan, 41 F.4th 654, 662 (D.C. Cir. 2022) (no standing 

where “plaintiffs’ requested relief might exacerbate their alleged injuries”).  

In short, the Plaintiff States’ theory of financial injury flouts the Supreme Court’s 

admonitions in Alliance and fails multiple times over.  Such allegations are insufficient to establish 

Article III standing to challenge FDA’s actions. 

B. The Plaintiff States’ Alleged Sovereign Injuries Do Not Create Article III Standing.  

Texas and Florida cannot circumvent Alliance and other precedents by recasting their 

asserted injuries as “sovereign.”  See Compl. ¶¶ 305-356.  Like their financial-costs theory, none 

of the supposedly “sovereign” harms they assert are “traditionally recognized as providing a basis 

for a lawsuit in American courts.”  TransUnion, 594 U.S. at 417.   
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1. Texas and Florida have not alleged a cognizable sovereign injury. 

FDA’s regulation of mifepristone does not injure the Plaintiff States’ “sovereign interest” 

because it does not interfere with their “power to create and enforce a legal code.”  Alfred L. Snapp 

& Son, Inc. v. Puerto Rico, 458 U.S. 592, 601 (1982).  “[W]hen 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); see 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 substantial way.”  Texas v. United 

States, 787 F.3d 733, 749 (5th Cir. 2015); see Texas v. United 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).  That is what occurred in Louisiana v. 

EEOC, 705 F. Supp. 3d 643, 652 (W.D. La. 2024) (cited at Compl. ¶ 327), where an agency rule 

“directly regulated” a state in its capacity as employer, preempted the state’s conflicting statutes, 

and imposed potential penalties for non-compliance.  Nothing like that exists here. 

Texas and Florida do not claim that any of the challenged FDA actions preempt or 

otherwise “interfere[] with [their] authority to enact or enforce restrictions on medical abortion 

within [their] boundaries.”  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 [the state’s] authority to regulate or to enforce its laws”) (citation omitted); 

Louisiana v. Biden, 64 F.4th 674, 683-684 (5th Cir. 2023) (requiring “a direct effect on [state] law 

or policy” or “ ‘substantial pressure’ for [plaintiff-states] to change their laws”) (citation and 

emphasis omitted).  Nor do the Plaintiff States claim that the challenged FDA actions “compel the 

States to require or prohibit” any conduct.  Printz v. United States, 521 U.S. 898, 924 (1997).  In 

a case challenging a state law prohibiting abortion in most circumstances as preempted, the Fourth 

Circuit held that FDA’s regulation of mifepristone “aligns with [the agency’s] traditional function 

of ensuring the safety of drugs on the market while leaving the question of access to state 
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governance.”  GenBioPro, Inc. v. Raynes, 144 F.4th 258, 267, 276 (4th Cir. 2025).  Florida and 

Texas make no claim that FDA has required them (or any other state) to do anything as a matter 

of state law. 

At most, Florida and Texas have articulated a “highly speculative fear,” Clapper v. 

Amnesty Int’l USA, 568 U.S. 398, 410 (2013), that FDA’s actions may “threaten to preempt” their 

“abortion regulations,” Compl. ¶ 328.  But it is black-letter law that such “allegations of possible 

future injury are not sufficient” for Article III purposes.  Clapper, 568 U.S. at 409-410 (brackets 

and quotation marks omitted); see also MedX Imaging LLC v. Tex. Dep’t of Health and Human 

Servs., No. 4:24-cv-01259-O, 2025 WL 2108005, at *3 (N.D. Tex. July 27, 2025) (O’Connor, J.) 

(standing cannot be based on “only the possibility of a future injury upon a contingent event”) 

(quotation marks omitted).  Florida and Texas identify no state regulation that they say they cannot 

enforce because it is preempted, leaving them (and this Court) to speculate that a future injury is 

theoretically possible.  And the Fourth Circuit has rejected that FDA’s regulation of mifepristone 

preempts a state law prohibiting abortion in most circumstances.  See GenBioPro, 144 F.4th at 

267.4 

That leaves the Plaintiff States to argue that FDA’s decisions about mifepristone regulation 

can lead to states having to invest additional resources to enforce state-law abortion restrictions.  

Compl. ¶ 353.  At its core, this argument is nothing more than a generalized complaint that FDA’s 

actions regarding mifepristone do not advance the policies of Texas and Florida.  But the notion 

that states get to enact and independently enforce their own chosen policies is entirely normal in 

our system of dual sovereignty—and it is the default for health and safety laws, which is how the 

 
4 The Plaintiff States’ other cited cases are no more helpful to them in showing a non-speculative 
injury in the form of a Florida or Texas law that they agree is preempted.  In Satanic Temple v. 
Labrador, 149 F.4th 1047, 1053 & n.6 (9th Cir. 2025), the court found that the plaintiffs lacked 
standing to challenge an Idaho abortion ban without deciding whether FDA’s REMS preempts the 
law because the issue was not raised on appeal.  And the district court decision in Bryant v. Stein, 
No. 1:23-cv-00077, 2024 WL 1886907, at *15 (M.D.N.C. Apr. 30, 2024), appeals filed, Nos. 24-
1576, 24-1600, 24-1617 (4th Cir. 2024)), which predates the Fourth Circuit’s ruling in GenBioPro, 
is currently on appeal in the Fourth Circuit.  
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Plaintiff States describe their restrictions.  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).  The Plaintiff States cannot point to any state 

law that FDA’s challenged actions override.  For this reason, as the Ninth Circuit explained when 

Idaho presented this same exact theory, a state’s general “interest 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.  “Even if the availability of retail and mail-order dispensing does make mifepristone 

more difficult to police, [courts] have never held that a logistical burden on law enforcement 

constitutes a cognizable” sovereign injury.  Id. at 1177.   

2. The Plaintiff States’ alleged injuries are not traceable to FDA’s actions. 

The Plaintiff States also face a separate causation problem with asserting Article III 

standing on the basis that FDA’s actions facilitate third parties’ violations of state-law restrictions.  

Simply put, the connection between FDA’s actions and supposed downstream violations of state 

law by third parties is too speculative and too attenuated to be traceable to FDA.  Contra Compl. 

¶ 433; see supra pp. 7-10.  For example, FDA’s challenged actions do not require patients to obtain 

mifepristone by mail.  FDA’s challenged actions likewise do not require doctors to prescribe or 

send mifepristone through the mail.  And FDA’s challenged actions do not direct states to offer 

state-law protections to doctors who choose to mail mifepristone to women who seek to request 

mifepristone by mail.   

FDA—by Congressional design—considers only whether a drug is safe and effective for 

its indicated use, 21 U.S.C. § 355, and whether additional conditions are necessary to “ensure the 

benefits of the drug outweigh the risks” and to “minimize the burden on the health care delivery 

system,” 21 U.S.C. § 355-1(g)(4)(B).  As a result, the Plaintiff States’ asserted injuries must filter 

through several layers of “unfettered choices made by independent” actors—i.e., medical 

providers who, acting in reliance on shield laws that the Plaintiff States’ co-equal sovereign states 

have enacted, ship mifepristone to women who have requested it in Florida or Texas.  Clapper, 
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568 U.S. at 414 n.5 (citation omitted).   

The Plaintiff States’ allegations repeatedly make clear—over the course of dozens of 

paragraphs—that their real dispute is with independent actions by out-of-state medical providers, 

acting under competing out-of-state laws, that the Plaintiff States say make it harder for them to 

enforce state-law abortion restrictions in Florida and Texas.  E.g., Compl. ¶¶ 354-426.  The 

timeline bears this out.  FDA has not enforced in-person dispensing since April 2021, which is 

over a year before the Supreme Court decided Dobbs in June 2022.  Yet the #WeCount Report on 

which Florida and Texas rely, see id. ¶¶ 427-433, shows that neither of these events precipitated 

an increase in medication abortion in either State.  Instead, the increase started with the enactment 

of shield laws in 2023.  See ECF No. 1-9 at App. 1406 (marking increase in telehealth abortions 

in Q3 2023, when “[p]rovision under US shield laws begins”).   

In response to this gaping causation problem, Florida and Texas insist that FDA “expressly 

intended” third parties to violate state-law abortion restrictions in approving the 2023 REMS 

modification.  Compl. ¶ 433 (emphasis deleted).  This unadorned allegation is both conclusory and 

legally wrong.  The Complaint offers no non-conclusory basis for this Court to find that other 

states’ decisions to adopt novel “shield” laws after Dobbs was a predictable effect of FDA 

formalizing a non-enforcement policy that had been in effect for over a year when Dobbs issued.  

There are no facts showing that doctors agreeing to mail mifepristone under the protection of novel 

and not-yet-enacted shield laws would be a “predictable” outcome of FDA formalizing its 2021 

exercise of enforcement discretion.  Alliance, 602 U.S. at 383 (quotation marks omitted); see also, 

e.g., Dep’t of Com. v. New York, 588 U.S. 752, 764-766 (2019) (extensive factual record showed 

historical basis to conclude that challenged census question would predictably result in significant 

undercounting of specific populations).  Mere speculation does not suffice.  See, e.g., Clapper, 568 

U.S. at 414 (fact that government program made surveillance possible 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).  And the same principles of state sovereignty that the Plaintiff States 
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claim to want to vindicate cuts against them.  A court cannot blithely assume what legislation will 

be enacted by co-equal sovereigns to advance their own state policy goals in the wake of an 

agency’s actions. 

Thus, like Plaintiff States’ alleged monetary harms, their claimed sovereign injuries are 

also “not fairly traceable” to FDA because “intervening, independent act[s]” of third parties are “a 

necessary condition.”  Texas, 787 F.3d at 752. 

C. The Plaintiff States Have No Cognizable Quasi-Sovereign Interest.  

Finally, Florida and Texas cannot establish standing on the basis of a “quasi-sovereign” 

interest in preventing harms to their citizens’ health and safety.  See Compl. ¶¶ 30, 32, 205-282.  

It is well established that a “State does not have standing as parens patriae to bring an action 

against the Federal Government” to vindicate its citizens’ rights.  Brackeen, 599 U.S. at 295 

(quoting Snapp, 458 U.S. at 610, n.16).  A state’s “quasi-sovereign interest in its citizens’ health 

and well-being” is “wholly derivative of the personal . . . interests of its citizens and therefore not 

a valid quasi-sovereign interest 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).  To the 

extent the Plaintiff States seek to reframe these interests as part of their own “reserved powers to 

protect their citizens’ health and welfare,” Compl. ¶ 307, that interest is wholly indistinguishable 

from their asserted sovereign interests.  And it fails for all the same reasons.  See Washington, 108 

F.4th at 1178 (rejecting Idaho’s “quasi-sovereign” harm from the 2023 REMS). 

*  *  * 

 At bottom, the “federal courts are the wrong forum for addressing the [Plaintiff States’] 

concerns about FDA’s actions.”  Alliance, 602 U.S. at 396-397.  Florida and Texas may “take 

th[ose] concerns to the Executive and Legislative Branches”—and may “also express their views 

about abortion and mifepristone,” “including in the political and electoral processes.”  Id. at 393; 

see, e.g., Citizen Petition from Attorney General of Massachusetts, et al. (June 6, 2025), 

https://tinyurl.com/yc6xaxk5 (citizen petition filed with FDA by Massachusetts and other states 

asking FDA to eliminate the mifepristone REMS).  But this Court lacks Article III jurisdiction 
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over the Plaintiff States’ Complaint.  

II. Other Threshold Grounds Bar The Plaintiff States’ Claims. 

Because the Plaintiff States bring this suit under the APA, they must also show (1) that the 

interests they assert are “arguably within the zone of interests” of the relevant statutes, Match-E-

Be-Nash-She-Wish Band of Pottawatomi Indians v. Patchak, 567 U.S. 209, 224 (2012) (citation 

omitted); (2) that they exhausted the appropriate administrative remedies; and (3) that their suit is 

timely.  The Plaintiff States can make none of these showings. 

A. The Plaintiff States Are Not Within The Zone Of Interests For The Comstock 
Act, FDCA, Or PREA. 

The zone-of-interests test asks “whether Congress intended for a particular class of 

plaintiffs to be relied upon to challenge agency disregard of the law.”  Clarke v. Sec. Indus. Ass’n, 

479 U.S. 388, 399 (1987) (quotation marks and brackets omitted).  A court must therefore analyze 

the relationship between “the 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).  That is the case for all 

of the Plaintiff States’ claims under the Comstock Act, the FDCA, and the Pediatric Research 

Equity Act (PREA). 

The Comstock Act is a federal criminal statute that the government is not seeking to enforce 

against the Plaintiff States.  Nor do the Plaintiff States have a judicially cognizable interest in 

seeing the law enforced against others.  See, e.g., Priorities, 599 U.S. at 677 (“a party lacks a 

judicially cognizable interest in the prosecution of another”) (citation, quotation marks, and 

ellipses omitted); Town of Castle Rock v. Gonzales, 545 U.S. 748, 768 (2005).  Unlike in other 

contexts, such as immigration—where Congress “has explicitly allowed states to” limit their costs 

by refusing “benefits to illegal aliens”—the Comstock Act envisions no role or participation by 

states.  Texas, 809 F.3d at 163.  Indeed, the Plaintiff States do not allege the Act was designed to 
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protect states’ sovereign, quasi-sovereign, or economic interests.  See, e.g., Compl. ¶¶ 75-76.  Nor 

could they.  Requests that the Executive enforce criminal statutes through the APA are not 

“traditionally thought to be capable of resolution through the judicial process” at all.  Priorities, 

599 U.S. at 676, 678-681 (citations and quotation marks omitted); see also, e.g., Taylor, 477 U.S. 

at 137 (“private parties, and perhaps even separate sovereigns, have no legally cognizable interest 

in the prosecutorial decisions of the Federal Government”); Heckler v. Chaney, 470 U.S. 821, 831 

(1985) (recognizing “general unsuitability for judicial review of agency [non-enforcement] 

decisions”).  Permitting state or private parties to seek enforcement of a federal criminal statute 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) (quotation marks omitted). 

For similar reasons, the Plaintiff States do not fall within the zone of interests of the FDCA, 

including the REMS provisions.  Those provisions authorize FDA to approve safe and effective 

drugs, 21 U.S.C. § 355; to impose use restrictions when the agency finds such restrictions are 

necessary to “ensure that the benefits of the drug outweigh the risks,” id. § 355-1(a)(1); to 

periodically assess imposed use restrictions, id. § 355-1(c), (g)(2)-(3); and 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 overall framework 

was designed to safeguard and advance public health by protecting consumers taking drugs that 

are found to have specific risks.  Noticeably absent is an intent to protect states that want to impose 

additional access restrictions on FDA-approved drugs or 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 “alleged competitive and economic injuries do not fall 

within the [FDCA’s] zone of interests”), aff’d, 358 F. App’x 179 (D.C. Cir. 2009).   

The same goes for the PREA, which generally requires pediatric-specific assessments 

before FDA can approve a new drug for pediatric populations, although FDA can waive the 

assessment for a variety of reasons.  See 21 U.S.C. § 355c.  Children—not states—are the class 
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that PREA was intended to protect.   

At best, the Plaintiff States’ asserted interests have nothing to do with the statutory 

purposes.  See, e.g., Compl. ¶¶ 283, 327.  More realistically, allowing the Plaintiff States to pursue 

their interests in enforcing abortion restrictions via this suit would “severely disrupt” the FDCA’s 

and PREA’s “complex and delicate administrative scheme.”  Clarke, 479 U.S. at 399 (citation 

omitted). 

B. The Plaintiff States Failed To Exhaust Administrative Remedies.  

The Plaintiff States’ suit should also be dismissed because they have not “proceeded 

through each step of the [agency’s] administrative review scheme and received a ‘final decision’ 

before seeking judicial review” as to each FDA decision they challenge.  Carr v. Saul, 593 U.S. 

83, 88 n.2 (2021); see Darby v. Cisneros, 509 U.S. 137, 146, 153 (1993) (APA requires an 

“aggrieved party” to “exhaust[ ] all administrative remedies”). 

FDA regulations clearly mandate that any request for FDA to “take or refrain from taking 

any form of administrative action must first be the subject of a final administrative decision based 

on a [citizen] petition . . . before any legal action is filed in a court.”  21 C.F.R. § 10.45(b); see id. 

§§ 10.25(a), 10.30.  Unlike other states and many other interested parties,5 neither Florida nor 

Texas filed a citizen petition challenging any of the FDA decisions at issue.  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, 358 F. App’x at 180-181. 

Nor would exhaustion of administrative remedies be futile.  In its vacated Alliance 

decision, the Fifth Circuit held that a futility exception to exhaustion applied to the Alliance 

plaintiffs because FDA had rejected an argument about in-person dispensing in a properly filed 

 
5 See, e.g., Citizen Petition from Students for Life of America (Oct. 17, 2025), 
https://tinyurl.com/5x9br66h; Citizen Petition from Attorney General of Washington, et al. (Aug. 
26, 2025), https://tinyurl.com/2nz6bh9j; Citizen Petition from Attorney General of Massachusetts, 
supra; Citizen Petition from American College of Obstetricians and Gynecologists, et al. (Jan. 31, 
2025), https://tinyurl.com/4e2483w7 (ACOG Citizen Petition). 
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citizen petition, and FDA approved removing in-person dispensing from the REMS in 2023.  

Alliance 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); see also id. 

(suggesting that FDA’s denial of the 2002 citizen petition “further aids” the conclusion that FDA 

would have denied any request for an administrative stay of the 2021 non-enforcement decision).  

Despite relying on Tesoro, the panel did not reconcile its ruling with Tesoro’s holding that the 

futility “exception is quite restricted” and applies only in the “exceptional” case when there is “a 

certainty of an adverse decision” rather than a claim that “an unfavorable decision [is] highly 

likely.”  Tesoro, 552 F.3d at 874 (quotations omitted).   

That certainty is missing here.  Start with the 2002 citizen petition, which requested that 

FDA stay and ultimately revoke its approval of Mifeprex.  ECF No. 1-4 at App. 375.  The 

petitioners argued that (1) Subpart H was inapplicable; (2) the clinical trials upon which FDA 

relied were deficient; (3) the medication abortion regimen could not include misoprostol, which 

was not independently approved for use as an abortifacient; (4) Mifeprex was not safe and effective 

under the approved regimen; (5) physicians did not comply with the use restrictions; (6) the 

safeguards in the U.S. clinical trial were not captured in the regimen FDA approved; (7) FDA’s 

decision to waive pediatric studies was unreasoned; and (8) FDA did not require Danco to conduct 

sufficiently broad clinical studies.  ECF No. 1-4 at App. 378-390.  In challenging the 2000 

approval, Florida and Texas argue that (1) Subpart H was inapplicable (Compl. ¶¶ 438-443); (2) 

the clinical trials upon which FDA relied were deficient (Compl. ¶¶ 444-452); (3) FDA’s decision 

to waive pediatric studies was unreasoned (Compl. ¶¶ 453-462); (4) the 2000 approval violated 

the Comstock Act (Compl. ¶¶ 463-464); and (5) FDA’s stated reasons for approving the NDA in 

2000 were pretextual (Compl. ¶ 465).  Granted, some of the Plaintiff States’ arguments overlap 

with those FDA rejected.  But without complete overlap, Florida and Texas—and the Court—

cannot be “certain” that FDA would have rejected their arguments, too.  

The same goes for the 2019 citizen petition, which did not raise the core issues that the 

Plaintiff States say taint FDA’s 2021 and 2023 decisions: that the non-enforcement decisions are 
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facially invalid because they relied on the original 2000 approval, which was itself invalid under 

Subpart H; that the decisions violate the Comstock Act; and that FDA’s reasoning was pretextual.  

See Compl. ¶¶ 477-483; ECF No. 1-6 at App. 668-693.  The Plaintiff States have not pointed to 

other citizen petitions raising the arguments they make now against any of the actions they 

challenge in this suit.  They cannot know how FDA would respond to arguments it never 

considered, especially when FDA has made clear that it is studying several issues relating to 

mifepristone regulation in response to citizen petitions that others did submit.6   

C. The Challenges To The 2000 And 2016 Actions Are Time-Barred. 

Finally, Counts I and II of the Complaint—which challenge FDA’s original approval of 

Mifeprex and 2016 changes—are time barred.  See Taylor v. Bailey Tool Mfg. Co., 744 F.3d 944, 

946 (5th Cir. 2014) (“A motion to dismiss may be granted on a statute of limitations defense where 

it is evident from the pleadings that the action is time-barred, and the pleadings fail to raise some 

basis for tolling.”).  APA challenges must be brought “within six years after the right of action first 

accrues.”  28 U.S.C. § 2401(a).  That limitations period begins running when the plaintiff is injured 

by the final agency action.  Ortega v. Off. of the Comptroller of the Currency, 155 F.4th 394, 410 

(5th Cir. 2025) (citing Corner Post, Inc. v. Bd. of Govs. Fed. Res. Sys., 603 U.S. 799, 808-809 

(2024)).  FDA approved the initial NDA for Mifeprex in September 2000, and approved Danco’s 

2015 supplemental NDA—what the Plaintiff States call the “2016 Major Changes”—in March 

2016.  Compl. ¶¶ 107, 132.  But the Plaintiff States did not file their Complaint until December 

2025, which is over twenty-five years after the first action and nearly ten years after the second 

one.  See generally id. 

Notably, the Plaintiff States themselves claim that both the 2000 approval and the 2016 

changes immediately “frustrate[d]” and “exacerbate[d] Plaintiffs’ inability to regulate abortion 

 
6 Numerous high-quality studies post-dating FDA’s decision confirm the reasonableness of its 
decision, which FDA could have considered had the Plaintiff States raised these issues in a citizen 
petition.  See, e.g., ACOG Citizen Petition, supra, at 7-9 (collecting studies).  That FDA is 
currently considering the mifepristone REMS in response to citizen petitions, the Purcell remand, 
and Secretary Kennedy’s own initiative, underscores that the Plaintiff States do not know what 
FDA would have done had they exhausted their claims.  
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within their borders.”  Id. ¶¶ 342-344; see also id. ¶ 341 (2000 approval caused abortions to “take 

place and be completed in Florida or Texas”); id. ¶¶ 311-313, 322 (describing how Florida has had 

laws restricting abortion since 1868, and Texas has since 1925), id. ¶ 350 (“Plaintiffs’ sovereign 

injuries would exist under the 2000 or 2016 REMS”).  Same with Texas’s and Florida’s purported 

fiscal injuries.  See id. ¶¶ 283-304.  Accordingly, the Plaintiff States’ claims first accrued as soon 

as FDA issued each challenged decision.  28 U.S.C. § 2401(a) (limitations period starts “after the 

right of action first accrues”) (emphasis added).  Indeed, the States admit as much.  See, e.g., 

Compl. ¶¶ 341-343 (alleging that the 2000 approval caused abortions to take place in Florida and 

Texas that are otherwise banned by state law); id. ¶¶ 348-349 (alleging that the 2016 changes 

caused more abortions in each state, “further undermin[ing] Plaintiffs’ ability to enforce their 

abortion regulations”).   

Nothing stopped the Plaintiff States from bringing their claims sooner.  Florida and Texas 

are sophisticated repeat litigants who had sufficient notice, time, and resources to sue.  Indeed, 

both Texas and Florida filed five amicus briefs over the last three years in the Alliance litigation 

raising the same issues.  See Alliance ECF No. 55; ECF Nos. 130, 453, Alliance, No. 23-10362 

(5th Cir.); Brief for Mississippi and 21 Other States, Alliance, Nos. 22A901, 22A902 (U.S. Apr. 

18, 2023); Brief for Mississippi and 21 Other States, Alliance, Nos. 23-235, 23-236 (U.S. Feb. 29, 

2024).  Because Florida and Texas have not established that any circumstances prevented timely 

filing, they are not entitled to equitable tolling, which applies only in “rare and exceptional 

circumstances.”  Teemac v. Henderson, 298 F.3d 452, 457 (5th Cir. 2002) (citation omitted); see 

also Menominee Indian Tribe of Wis. v. United States, 577 U.S. 250, 255-256 (2016).  The statute 

of limitations for the Plaintiff States’ claims about FDA’s 2000 and 2016 actions ran years ago. 

D. The Plaintiff States’ Challenge Is Unripe In Light Of The Ongoing FDA Review. 

Finally, this suit is not ripe because it was filed after FDA announced its “decision to review 

the REMS for mifepristone.”  ECF No. 20-1 at 1.  A challenge to an agency action is only “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 
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of Houston, 988 F.3d 215, 218 (5th Cir. 2021) (citation omitted).  Yet FDA is in the midst of 

undertaking further factual development right now.  As FDA has made clear in seeking to stay or 

dismiss litigation brought by other states and here, the agency is in the process of “undertak[ing] 

a new review based on the evidence before the agency.”  ECF No. 20-1 at 3; see also Louisiana 

ECF No. 50-1 at 2-3 (FDA Motion to Stay) (similar); Missouri ECF No. 293-1 at 1-4 (FDA Motion 

to Stay and Alternatively to Dismiss) (similar).  That review includes “investigating the 

circumstances under which mifepristone can be safely dispensed,” Kennedy Letter, supra, at 2, 

demonstrating that FDA may revisit some or all of the actions challenged in the Plaintiff States’ 

Complaint.  The ongoing review justifies “withholding court consideration” of an agency decision 

that is under reconsideration.  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 

proceedings.  ECF No. 20-1 at 4-5; see also Louisiana ECF No. 50-1 at 9-12; Missouri ECF No. 

293-1 at 8-9.  Such a stay was appropriate in the cases FDA cites, where an agency took some 

action after litigation commenced.  ECF No. 20-1 at 10 (citing Purcell, 2025 WL 3101785).  Here, 

however, the Plaintiff States filed their suit months after FDA announced that it was reviewing its 

mifepristone decisions.  See Kennedy Letter, supra; Compl. (dated Dec. 9, 2025).  This timing 

makes abundantly clear that the “key considerations” of ripeness—“the fitness of the issues for 

judicial decision and the hardship to the parties of withholding court consideration”—favor 

dismissal.  Greenstein, 691 F.3d at 715 (cleaned up). 

CONCLUSION 

 For all the reasons discussed, the Court should dismiss the Complaint. 
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