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Defendants respectfully request that this Court stay further proceedings in this matter while
the Government determines whether it will file an appeal of this Court’s orders in the related cases of
Novartis Pharmacenticals Corp. v. Espinosa, No. 1:21-cv-1479 (D.D.C.), and United Therapeutics Corp. v.
Espinosa, No. 1:21-cv-1686 (D.D.C.), and, if an appeal is taken, pending the D.C. Circuit’s resolution
of those cases. As explained below, Plaintiff’s claims implicate the same general statutory question
addressed by this Court in Novartis and United Therapentics." Two other federal courts that have reviewed
this question have issued rulings that disagree with this Court’s conclusion regarding the soundness
of the Government’s statutory interpretation, and the Government is thus presently considering its
options in light of the conflicting rulings. A decision from the D.C. Circuit on the merits of the
Government’s statutory interpretation would likely provide significant aid in the resolution of this case
and potentially a dispositive rule of decision. Moreover, a stay pending appellate review of relevant
legal issues would ensure the conservation of the Court’s and the parties’ time and resources. Plaintiff,
in contrast, would not be prejudiced by the proposed stay. Accordingly, in the interest of judicial
economy and the preservation of the parties’ resources, Defendants respectfully request that the Court
stay further proceedings in this matter.

BACKGROUND

1. This case concerns the 340B Program, 42 U.S.C. § 256b, a federal statutory program
administered by the Health Resources and Services Administration (“HRSA”) designed to allow
certain safety-net healthcare providers (“covered entities”) to access discounted medications for their
low-income patients. See Veterans Health Care Act of 1992, Pub. L. No. 102-585, § 602, 106 Stat.
4943, 4967-71 (1992), codified at § 340B, Public Health Service Act, 42 U.S.C. § 256b (1992). The 340B
“statutory scheme starts with a carrot”: participating drug manufacturers will receive reimbursement
for their products under Medicaid and Medicare Part B. Novartis Op. at 2; see also 42 U.S.C. § 1396¢-
8(a). In return, manufacturers must agree to comply with certain statutory obligations—namely, to

ensure that a covered entity is not required to purchase covered outpatient drugs above a statutory

! See Order & Memo. Op., Novartis Pharms. Corp. v. Espinosa, No. 1:21-cv-1479 (D.D.C. Nov.
5, 2021), ECF Nos. 31 (hereinafter “Novartis Order”), 32 (hereinafter “Novartis Op.”).
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ceiling price and to offer covered entities covered outpatient drugs at or below the statutory ceiling
price if those drugs are made available to other purchasers at any price. 42 U.S.C. § 256b(a)(1).

2. Late last year, a group of six drug manufacturers that participate in the 340B Program began
unilaterally imposing a variety of novel restrictions on covered entities’ access to 340B-priced drugs
when those drugs are dispensed to patients through outside pharmacies. These restrictions included
limitations on the number of pharmacies a covered entity can utilize and requirements that covered
entities periodically provide claims data for all 340B purchases dispensed through outside pharmacies.
See Novartis Op. at 7; Sanofi-Aventis U.S., LLC v. U.S. Dep’t of Health &> Hum. Servs., --- F. Supp. 3d ---,
2021 WL 5150464, at *5-6 (D.N.J. Nov. 5, 2021); E/i Lilly & Co. v. U.S. Dep’t of Health & Hum. Servs.,
No. 1:21-cv-81, 2021 WL 5039560, at *4-5 (S.D. Ind. Oct. 29, 2021); AstraZeneca Pharms. 1P v. Becerra,
-~ F. Supp. 3d ----, 2021 WL 24580063, at *3 (D. Del. June 16, 2021). In May of this year, HRSA issued
those manufacturers letters to inform them that, consistent with the agency’s longstanding
interpretation of the 340B statute, their restrictions on covered entities” access to 340B-priced drugs
directly violate their statutory obligations and may result in the imposition of civil monetary penalties.
See Novartis Op. at 10; Sanofi, 2021 WL 5150464, at *9-10; E/i Lilly, 2021 WL 50395606, at *06;
AstraZeneca, 2021 WL 24580063, at *4. Each manufacturer responded to HRSA’s violation letter by
seeking immediately to vacate the letter and to enjoin the agency from enforcing its violation
determination, arguing (among other things) that the determination conflicts with the 340B statute.
See Sanofi-Aventis U.S., LLC v. U.S. Dep’t of Health & Hum. Servs., No. 3:21-cv-634-FLW (D.N.J. May
25, 2021), ECF No. 78; Novo Nordisk, Inc. v. Dep’t of Health &> Hum. Servs., No. 3:21-cv-806 (D.N.].
May 25, 2021), ECF No. 40; E/i Lilly & Co. v. Becerra, No. 1:21-cv-81-SEB-MJD (S.D. Ind. May 27,
2021), ECF No. 103; AstraZeneca Pharms. LP v. Becerra, No. 1:21-cv-27 (D. Del. July 9, 2021), ECF No.
86; Nowvartis Pharms. Corp. v. Espinosa, No. 1:21-cv-1479 (D.D.C. May 31, 2021), ECF No. 1; United

Therapentics Corp. v. Espinosa, No. 1:21-cv-1686 (D.D.C. June 23, 2021), ECF No. 1.

*In October of this year, HRSA issued another violation letter to a seventh drug manufacturer,
Boehringer Ingelheim Pharmaceuticals, Inc. See Boehringer Ingelbeins Pharms., Inc. v. Becerra, No. 1:21-cv-
2826 (DLF) (D.D.C.), ECF Nos. 1, 1-6. Soon thereafter, Boehringer filed suit in this Court to
challenge HRSA’s violation determination. Id. Boehringer has agreed with the Government to stay its
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3. On October 6, 2021, Kalderos, a healthcare-focused software company, filed this lawsuit to
similarly challenge HRSA’s interpretation of drug manufacturers’ statutory obligations, as set forth in
the agency’s May 2021 violation letters. See Compl. for Decl. & Inj. Relief §9 9-10 & n.2, ECF No. 1
(“Compl.”). In its complaint, Kalderos draws a tenuous link between itself and HRSA’s violation
letters. Kalderos has developed a proprietary “multi-sided platform” that analyzes covered entities’
claims data to identify certain types of 340B program-compliance issues that it alleges may arise when
covered entities dispense drugs through contract pharmacies. Id. § 6—7, 57-68. Kalderos suggests
that the utility of its platform depends on manufacturers’ ability to “require covered entities to produce
[the] claims data” necessary for the platform to “function.” Id. § 79. Manufacturers would therefore
require that covered entities use Kalderos’s platform as a “condition” on all 340B purchases made by
covered entities and dispensed though contract pharmacies. Id. 9 7, 60. But according to Kalderos,
manufacturers have been reluctant to utilize Kalderos’s platform after HRSA “announced” in its May
2021 violation letters a “new policy” that “prohibit[s] manufacturers from placing any conditions—
including requiring production of basic claims data—on their offers to sell drugs to covered entities
at the statutory ceiling price.” Id. 4 9, 83. And given the alleged impact that HRSA’s enforcement
measures have had on demand for its product, Kalderos has resorted to asking this Court to “vacat|e]
HRSA’s new policy” and enjoin “Defendants from taking any enforcement action based on” HRSA’s
interpretation of drug manufacturers’ obligations under the 340B statute. 4., Prayer for Relief.

4. On November 5, 2021, this Court issued a joint memorandum and order in Novartis and
United Therapentics. See generally Novartis Order & Op. The Court vacated the May 2021 violation letters
issued to Novartis and United Therapeutics and declared “that the conditions set forth in their new
340B policies are not prohibited by Section 340B on the grounds stated in the” violation letters—

“namely that the statute’s plain language, purpose, and structure prohibit manufacturers from

case pending the Government’s appeal determination in Novartis and United Therapeuntics and any
subsequent appeal proceedings. See Joint Mot. to Stay Proceedings, Boehringer Ingelheinr Pharms., Ine. v.
Becerra, No. 1:21-cv-2826 (DLF) (D.D.C. Dec. 9, 2021), ECF No. 19. This Court issued the parties’
jointly requested stay on December 9, 2021. See Minute Order of Dec. 9, 2021, Boehringer Ingelbeim
Pharms., Inc. v. Becerra, No. 1:21-cv-2826 (DLF) (D.D.C.).
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imposing any conditions on their offers.” Novartis Order at 1-2. Two other courts that have reviewed
HRSA'’s statutory interpretation have reached the contrary conclusion and have found that restrictive
conditions placed on 340B-drug sales by manufacturers are unlawful. In particular, Chief Judge
Wolfson in the District of New Jersey upheld HRSA’s “assessment that [Sanofi and Novo Nordisk]
cannot impose restrictions on offers [of 340B-priced drugs] to covered entities and that their”
restrictions “must cease.” Sanofi, 2021 WL 5150464, at *43; accord id. at *48 (concluding that Sanofi’s
and Novo Nordisk’s conditions “violate the 340B statute,” which prevents them from “attach|ing]
strings to 340B offers”). Similarly, Judge Barker in the Southern District of Indiana found that “[t|he
fairest and most reasonable interpretation of the 340B statute would not authorize drug manufacturers
to impose unilateral restrictions on the distribution of the drugs that ‘would frustrate Congress’
manifest purpose’ in enacting the statute.” E/ Lilly, 2021 WL 5039566, at * 19 (citation omitted)).’

In the wake of these conflicting rulings, the Government is evaluating whether to file an appeal
in Novartis and United Therapentics. Under the United States Department of Justice’s regulations, any
appeal taken by the Government must be authorized by the Solicitor General. See 28 C.F.R. § 0.20(b).
The deadline to file a notice of appeal is January 4, 2022. See Fed. R. App. P. 4(2)(1)(B).*

STANDARD OF REVIEW

This Court has “broad discretion to stay all proceedings in an action pending the resolution
of independent proceedings elsewhere.” Hisler v. Gallaudet Univ., 344 F. Supp. 2d 29, 35 (D.D.C. 2004)
(citing Landis v. North Am. Co., 299 U.S. 248, 254 (19306)); accord Fonville v. District of Columbia, 766 F.

Supp. 2d 171, 172-73 (D.D.C. 2011) (“The power to stay proceedings is inherent in every court to

’ Despite affirming HRSA’s determination that drug manufacturers violate their statutory
obligations by imposing unilateral restrictions on 340B-drug sales, Chief Judge Wolfson and Judge
Barker nonetheless vacated or “partially” vacated the violation letters for other reasons. See Sanofi,
2021 WL 5150464, at *43; E/i Lilly, 2021 WL 5039560, at *24-25. The Sanofi and E/i Lilly decisions
have been appealed by the plaintiffs to the Third and Seventh Circuits, respectively. See Sanofi-Aventis
U.S., LLC v. U.S. Dep’t of Health & Hum. Servs., No. 3:21-cv-634-FLW (D.N.J. Nov. 19, 2021), ECF
No. 112; Novo Nordisk, Inc. v. Dep’t of Health & Hum. Servs., No. 3:21-cv-806 (D.N.]. Nov. 19, 2021),
ECF No. 71; E/i Lilly & Co. v. Becerra, No. 1:21-cv-81-SEB-MJD (S.D. Ind. Nov. 10, 2021), ECF No.
1406.

* Undersigned counsel conferred with Plaintiff’s counsel regarding the proposed stay. Plaintiff
indicated that it would oppose any request for a stay.
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control the disposition of the causes on its docket with economy of time and effort for itself, for
counsel, and for litigants.” (cleaned up) (quoting Azr Line Pilots Ass'n v. Miller, 523 U.S. 866, 879 n.6
(1998))). “Indeed, “a trial court may, with propriety, find it is efficient for its own docket and the fairest
course for the parties to enter a stay of an action before it pending resolution of independent
proceedings which bear upon the case.” Fonville, 766 F. Supp. 2d at 173 (quoting IBT/ HERE Employee
Representatives’ Council v. Gate Gourmet Div. Ams., 402 F.Supp.2d 289, 292 (D.D.C. 2005)).

ARGUMENT

I. A stay of proceedings in this case will promote judicial economy and conserve the
parties’ resources by awaiting the D.C. Circuit’s guidance on relevant legal issues.

It would make eminent sense for this Court to stay this case pending the Government’s
decision whether to file an appeal in Novartis and United Therapentics because, if an appeal is taken, the
D.C. Circuit’s ruling would have a substantial impact on—or possibly provide a dispositive rule of
decision for—this matter. Courts within this District routinely stay proceedings where (as here)
resolution of an appeal in another matter may guide the district court in deciding the issues before it.
See, e.g., Univ. of Colo. Health Mem’l Hosp. v. Burwell, No. 14-cv-1220, 2017 WL 535246, at *12 (D.D.C.
Feb. 9,2017) (“Because many of the applicable issues may be resolved by the D.C. Circuit, and because
the D.C. Circuit may otherwise provide instruction on the issues here, the Court finds a stay would
serve the interests of judicial efficiency.”); Alina Health Servs. v. Sebelins, 756 F. Supp. 2d 61,71 (D.D.C.
2010) (finding “good cause to stay this matter” given that “the parties agree that the resolution of [a
related case| by the D.C. Circuit will be dispositive of the Plaintiffs’ arguments here”); Efy ». U.S. Parole
Comm’n, Civ. A. No. 87-220, 1987 WL 11425, at *1 (D.D.C. 1987) (staying proceedings pending an ez
bane decision of the D.C. Circuit because “[tfhe Court believes that [the decision] may be highly
pertinent to this case”); Tax Analysts & Advocates v. IRS, 405 F. Supp. 1065, 1067 (D.D.C. 1975)
(staying proceedings because “the Supreme Court could, in effect, overrule [a relevant precedent]
should it choose to grant the petition for certiorari”); New England Deaconess Hosp. v. Sebelius, 942 F.
Supp. 2d 56, 64 (D.D.C. 2013) (noting that “[t|his action was stayed pending the D.C. Circuit’s

decision in [a related case] because that decision ‘would impact issues of law raised in this proceeding”
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(cleaned up)); Kiakonbua v. Wolf, 498 F. Supp. 3d 1, 21 (D.D.C. 2020) (noting that the court stayed
consideration of cross-motions for summary judgment “pending the D.C. Circuit’s decision in [a

<

related case]” because that case “‘presented threshold issues concerning the meaning of various
statutory terms under’ [a relevant statute], and ‘substantially similar questions of law arise in the context
of the present dispute™ (citation omitted)); ¢f. Sumler v. Sovran Bank/DC Nat’l, No. 91-cv-3276, 1992
WL 315975, at *4 (D.D.C. Oct. 14, 1992) (inviting the parties to request a stay because “it may be in
the interest of judicial economy to stay these proceedings pending the Supreme Court’s decision” in
a related matter).

Courts outside this District similatly stay proceedings to await guidance from appellate courts.
See, eg., Gillick v. Willey, No. 4:19-cv-3095, 2020 WL 5017291, at *2-3 (E.D. Mo. Aug. 25, 2020)
(granting a stay pending resolution of an appeal in a related case because “devoting substantial judicial
resources to an unsettled question of law| [would not be prudent when directly relevant guidance from
the Eighth Circuit is forthcoming”); Moskowity v. Am. Savings Bank, F.S.B., No. 17-00299, 2017 WL
10661887, at *2-3 (D. Haw. Oct. 30, 2017) (granting a stay “to await resolution” by the D.C. Circuit
“of legal issues that bear on the adjudication of the claims in this action,” and finding it “makes little
sense for the parties and the Court to proceed with litigation while applicable standards remain
unsettled”); Cunningham v. Homeside Financial, 1.1.C, No. MJG-17-2088, 2017 WL 5970719, at *2 (D.
Md. 2017) (“Staying the case pending” the D.C. Circuit’s decision “will permit the Court and the
parties to evaluate the viability of Plaintiff’s claims under the most complete precedent and streamline

the proceedings.”); Hughes v. Berryhill, Civil No. 16-352, 2017 WL 3000035, at *2 (E.D. Ky. Feb. 21,

2017) (“IS]ince the Sixth Circuit is about to settle the law, a stay would conserve the parties’ and the

® Even outside the appeal context, courts within this District also routinely grant stays to allow
the conclusion of other related proceedings. See, ¢.g., Hussain v. Lewis, 848 F. Supp. 2d 1, 2 (D.D.C.
2012) (staying case pending state court proceedings and arbitration request); Fonville v. Dist. of Columbia,
766 F. Supp. 2d 171, 174 (D.D.C. 2011) (staying case pending resolution of litigation in the D.C. Court
of Appeals); Canady, 271 F. Supp. 2d at 74-75 (granting stay pending ongoing agency proceedings);
IBT/HERE Emps. Representatives’ Council, 402 F. Supp. 2d 289, 292 (D.D.C. 2005) (staying case pending
arbitrator’s decision); Fairview Hosp. v. Leavitt, No. 05-cv-1065, 2007 WL 1521233 (D.D.C. May 22,
2007) (granting a stay pending district court’s resolution of a similar case).
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Court’s resources while also preventing needless inconsistency in the law.”); Walker v. Monsanto Co.
Pension Plan, 472 F. Supp. 2d 1053, 1055 (S.D. I1L. 2006) (granting a stay pending resolution of a petition
for writ of certiorari in case presenting related issue, and collecting cases for the proposition that “such
stays are entered quite routinely”); Lincoln Nat'l Life Ins. Co. v. Transamerica Fin. Life Ins. Co., No. 1:08-
cv-135, 2010 WL 567993, at *1 (N.D. Ind. Feb. 12, 2010) (staying case until outcome of Supreme
Court decision, so as to provide the court with “clear direction on the precise standard to be applied”
in evaluating the claims in the case); Coombs v. Diguglielmo, No. 04-cv-1841, 2004 WL 1631416, at *1
(E.D. Pa. July 21, 2004) (stay granted in light of pending petition for certiorari in case that may have
“significant impact” on case before the court); Felix v. United States, No. 91-0946, 1992 WL 361745, at
*1 (N.D. Cal. April 29, 1992) (stay of proceedings granted to allow government opportunity to
consider seeking Supreme Court review of court of appeals’ decision).

There is no dispute that Kalderos’s claims implicate the same general statutory issue that would
be addressed by the D.C. Circuit in an appeal in Novartis and United Therapentics. See, e.g., Compl. § 75
(acknowledging that “United Therapeutics ... challenged the [same] agency[] determination” that
“[tlhis action challenges”—namely, HRSA’s “determination that manufacturers may not condition
340B prices on covered entities” production of claims data”). There (like here) the plaintiffs challenged
HRSA’s conclusion in the May 17, 2021 letters that the 340B statute prohibited them from imposing
certain restrictive conditions on the availability of 340B pricing on drugs purchased by covered entities.
Compare, e.g., United Therapentics Corp. v. Espinosa, No. 1:21-cv-1686 (D.D.C. July 17, 2021), ECF No.
14-1 (“|T]he Violation Determination determined [that UT’s] policy was unlawful because ‘the 340B
statute does not permit manufacturers to impose conditions on covered entities’ access to 340B
pricing, including the production of claims data.” That is wrong.” (citation omitted)), wizh, e.g., Compl.
9 14 (““The Court should set aside HRSA’s new policy against manufacturer conditions and make clear
that manufacturers may require covered entities seeking the 340B ceiling price to provide ... basic
claims information|.]”); id. § 73 (““Three letters, in particular, were addressed to manufacturers United
Therapeutics, Sanofi, and Novartis . . . . Although the letters are styled as statements to individual
manufacturers, they are clearly policy statements that universally purport to prohibit any conditions

7
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of any kind ....”); i 9 83 (“HRSA’s new policy prohibiting manufacturers from placing any
conditions—including requiring production of basic claims data—on their offers to sell drugs to
covered entities at the statutory ceiling price exceeds the scope of HRSA’s statutory authority under
Section 340B.”). In vacating the violation letters at issue in Novartis and United Therapentics, this Court
held that the letters “contain legal reasoning that rests upon an erroneous reading of Section 340B”
because “[t]he statute’s plain language, purpose, and structure do not prohibit drug manufacturers from
attaching any conditions to the sales of covered drugs through contract pharmacies.” Novartis Op. at
20-21. Accordingly, in any appeal taken in Novartis and United Therapentics, the D.C. Circuit will be
squarely presented with the question whether HRSA correctly interpreted the 340B statute in its
violation letters when it determined that manufacturers’ statutory obligations prohibit them from
imposing restrictive conditions on 340B purchases.

Therefore, if the Court were to deny the proposed stay, the parties in this matter may be
required to brief and litigate legal issues that will be directly at issue in any parallel appellate
proceedings. That briefing process, and this Court’s consideration of any dispositive motion on those
issues, would be wasteful. See Freedom Watch, Inc. v. Dep’t of State, 925 F. Supp. 2d 55, 59 (D.D.C. 2013)
(granting a stay because the Court did “[n]ot need[] more lawyers to spend more time on more briefs
on more subjects”); Canal Props. LLLC v. Alliant Tax Credit 1, Inc., No. 04-cv-3201, 2005 WL 1562807,
at *3 (N.D. Cal. June 29, 2005) (exercising the “power to stay duplicative litigation” because “given
the similarity of issues in the two cases, and the potential for [the case on appeal]’s preclusive effect,
it would be a poor use of judicial resources to proceed”). As other judges in this District have found,
“litigating essentially the same issues in two separate forums is not in the interest of judicial economy,”
particularly when “it is clear that the outcome of the other proceedings may affect this Court’s
determinations.” RREEF Infrastructure (G.P.) Ltd. v. Kingdom of Spain, No. 1:19-cv-03783 (CJN), 2021
WL 1226714, at *3 (Mar. 31, 2021) (alterations adopted and citations omitted)); accord IREN Holding
S AR.L. v. Kingdom of Spain, No. 19-cv-01871 (TSC), 2020 WL 5816012, at *2 (D.D.C. Sept. 30, 2020);
Naegele v. Albers, 355 F. Supp. 2d 129, 141 (D.D.C. 2005); Nat'l Shopmen Pension Fund v. Folger Adam

Sec., Inc., 274 B.R. 1, 3 (D.D.C. 2002).
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Moreover, a decision on the merits of any appeal in Novartis and United Therapeutics would likely
provide significant aid in the resolution of this case, and potentially a dispositive rule of decision. See,
e.g., Game Plan, Inc. v. ESPN, Inc., No. 20-cv-455 (DLF), 2020 WL 5995123 (D.D.C. Oct. 9, 2020)
(finding that ““a stay is proper in this case” because, znter alia, a separate proceeding “involve[d] identical
issues” and a decision in those proceedings would “significantly aid in the resolution of this case”);
Allina Health Servs., 756 F. Supp. 2d at 71 (finding “good cause to stay this matter” given that “the
parties agree that the resolution of [a related case|] by the D.C. Circuit will be dispositive of the
Plaintiffs’ arguments here”). Granting the proposed stay would enable this Court to benefit from any
instruction provided by the D.C. Circuit in regards to the statutory question raised by Kadleros’s
claims, and would ensure that this Court’s disposition of that question would not conflict with any
future controlling decision. See, e.g., Cunningham, 2017 WL 5970719, at *2 (“Staying the case pending”
the D.C. Circuit’s decision “will permit the Court and the parties to evaluate the viability of Plaintiff’s
claims under the most complete precedent and streamline the proceedings.”); Washington v. Trump, No.
C17-0141JLR, 2017 WL 1050354, at *5 (W.D. Wash. Mar. 17, 2017) (explaining that
“|c]onsiderable . . . resources may be wasted if the appellate court’s controlling decision changes the
applicable law” in the case before the district court (citation omitted)).

That a stay pending any parallel appellate proceedings is the most sensible way forward at this
juncture should not be a point of disagreement between the parties. In fact, the Government and the
plaintiff drug manufacturer in Boehringer recently agreed “that a stay of proceedings pending any
appeal” would “both promote judicial economy and preserve the parties’ resources” by awaiting a
decision by the D.C. Circuit on the merits of “the same general statutory issue” implicated in that case
(as well as in this case). See Joint Mot. to Stay Proceedings, Boehringer Ingelheim Pharms., Inc. v. Becerra,
No. 1:21-cv-2826 (DLF) (D.D.C. Dec. 9, 2021), ECF No. 19. The parties thus sought, and the Court
granted, the same stay proposed by Defendants here: A “stay [of] proceedings while the Government
determines whether to file an appeal in Novartis and United Therapentics and, if an appeal is taken,

pending the D.C. Circuit’s ultimate decision on the merits.” Id.; see also Minute Order of Dec. 9, 2021,



Case 1:21-cv-02608-DLF Document 23 Filed 12/15/21 Page 12 of 14

Boehringer Ingelhein Pharms., Inc. v. Becerra, No. 1:21-cv-2826 (DLF) (D.D.C.). There is no reason for this
Court to take a different approach here.
II. Kalderos will not be harmed by the proposed stay.

In contrast to the significant waste of resources that will likely occur if this case were to
proceed at this time, Plaintiff will suffer no harm from the proposed stay. Plaintiff claims that HRSA’s
“new policy” is harming its proprietary and economic interests because some manufacturers are
allegedly reluctant to utilize its 340B-focused product unless and until this Court declares unlawful
HRSA'’s interpretation of the 340B statute and enjoins the agency’s enforcement of the 340B statute
based on that interpretation. See Compl. 4 79-80; see also zd. 9§ 10. But it is far from clear that moving
forward with district court proceedings at this juncture would have any appreciable impact on
manufacturers’ behavior in the marketplace.

As an initial matter, this Court likely does not have the authority to grant the injunctive relief
that Plaintiff seeks to obtain on behalf of third-party drug manufacturers. See Compl., Prayer for Relief
(seeking “[a]n injunction barring Defendants from taking any enforcement action based on HRSA’s”
interpretation of drug manufacturers’ statutory obligations). It is a ““fundamental restriction on [this
Court’s] authority’ that ‘in the ordinary course, a litigant must assert his or her own legal rights and
interests, and cannot rest a claim to relief on the legal rights or interests of third parties.”” Hollingsworth
v. Perry, 570 U.S. 693, 708 (2013) (alteration adopted and citation omitted). Moreover, Kalderos is not
a participant in the 340B Program, it does not enjoy any rights and is not subject to any obligations
created under the 340B statute, and it is not the subject of any enforcement action relating to HRSA’s
violation letters. Kalderos’s entire theory of redressability rests on the speculative assumption that
another decision from this Court rejecting HRSA’s statutory interpretation will convince third-party
manufacturers to use its product. But there is no indication that another favorable ruling on the merits
of the statutory question by this Court would have any effect on the independent choices of
manufacturers that are not parties to this litigation, particularly in light of the rulings of two other
federal courts holding that unilaterally imposed restrictions on 340B sales violate manufacturers’

statutory obligations. Kalderos thus likely lacks standing to maintain this case.
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On a practical level, the balance of the case law does not currently support the conclusion that
drug manufacturers could permissibly condition access to 340B-priced drugs on covered entities’
mandatory use of Kalderos’s platform. Two of the three courts that have addressed the statutory
question raised in this matter have agreed with HRSA’s conclusion that the 340B statute prohibits
manufacturers from unilaterally imposing restrictive conditions on covered entities’ 340B-eligible
purchases. See Sanofi, 2021 WL 5150464, at *43 (“I uphold HHS’[s] assessment that Plaintiffs cannot
impose restrictions on offers [of 340B-priced drugs] to covered entities and that their policies must
cease[.]”); E/i Lilly, 2021 WL 5039560, at * 19 (“The fairest and most reasonable interpretation of the
340B statute would not authorize drug manufacturers to impose unilateral restrictions on the
distribution of the drugs that ‘would frustrate Congress’ manifest purpose’ in enacting the statute.”
(citation omitted)). Indeed, the court in Sanofi specifically found that a drug manufacturer had violated
its obligations under § 256b(a)(1) by conditioning the availability of 340B-priced drugs on a covered
entity’s provision of claims data. Sanofz, 2021 WL 5150464, at *42—43, 48. There is thus no reason to
think that a contrary ruling on that general statutory question here would motivate any manufacturers
to immediately impose claims-data restrictions on 340B purchases—conditions that have been held
to be unlawful by a majority of courts to have considered the issue—much less to use Kalderos’s
platform to do so.

Finally, Defendants’ proposed stay is of a limited and definite duration. Defendants have
requested a stay of proceedings to provide the Government sufficient time to determine whether to
file an appeal in Novartis and United Therapentics. The deadline for any such decision is only a few weeks
away. And if the Government were to take an appeal, Defendants request a stay of proceedings only
for the duration of that appeal. Thus, all factors militate in favor of granting the proposed stay.

CONCLUSION

The Court should stay further proceedings in this matter while the Government determines

whether to file an appeal in Novartis and United Therapentics and, if an appeal is taken, pending the D.C.

Circuit’s ultimate decision on the merits.
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Dated: December 15, 2021 Respectfully submitted,

BRIAN D. NETTER
Deputy Assistant Attorney General

MICHELLE R. BENNETT
Assistant Branch Director

[s/ Jody D. Lowenstein

JODY D. LOWENSTEIN

Mont. Bar No. 55816869

KATE TALMOR

Trial Attorneys

United States Department of Justice
Civil Division, Federal Programs Branch
1100 L Street NW

Washington, D.C. 20005

Phone: (202) 598-9280

Email: jody.d.lowenstein@usdoj.gov

Attorneys for Defendants
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IN THE UNITED STATES DISTRICT COURT
FOR THE DISTRICT OF COLUMBIA

KALDEROS, INC,,

Plaintiff,
v. No. 21-cv-2608 (DLF)

UNITED STATES OF AMERICA, ¢t al,

Defendants.

PROPOSED ORDER

Upon consideration of Defendants” Motion to Stay Proceedings, the Court hereby GRANTS
Defendants’ motion.

This case is hereby stayed while the Government determines whether it will file an appeal in
Novartis Pharmacenticals Corp. v. Espinosa, No. 1:21-cv-1479 (D.D.C.), and United Therapeutics Corp. v.
Espinosa, No. 1:21-cv-1686 (D.D.C.), and, if an appeal is taken, pending the D.C. Circuit’s resolution
of those cases.

SO ORDERED.

Dated: Signed:

The Honorable Dabney L. Friedrich
United States District Judge






