AMERICAN HOSPITAL ASSOCIATION et al

UNITED STATES DISTRICT COURT
FOR THE DISTRICT OF COLUMBIA

THE AMERICAN HOSPITAL
ASSOCIATION et al,

Plaintiffs, X Civil Action No.: 18-2084RC)
V. : Re Document Ne.: 2, 14

ALEX M. AZAR 11, United States

Secretary of Health and

Human Servicest al,

Defendants.

MEMORANDUM OPINION

DENYING DEFENDANTS' MOTION TO DISMISS; GRANTING PLAINTIFFS ' MOTION FOR A
PERMANENT INJUNCTION ; DENYING AS M OOT PLAINTIFFS ' MOTION FOR A PRELIMINARY
INJUNCTION

I. INTRODUCTION
This action concernwhether the Department biealth and Human Services (“HHS”)
acted lawfully when iteduced Medicare payments worth billions of dollars to private
institutions to correct what it views as a fundamental misalignment of Medicare pragrams
Plaintiffs, a group of hospital associations and non-profit hosplitadsitend thaHHS exceeded

its statutory authority whei cut Medicarereimbursement rates for certantpatient

! The hospital association Plaintiff$Association Plaintiffs”)are the American Hospital
Association (“AHA”), the Association of American Medidablleges (“AAMC”), and
Americds Essential Hospitals (“AEH”). Compl. 1%9. The norprofit hospital Plaintiffs
(“Hospital Plaintiffs”) are the Henry Ford Health Systethl€nry Ford”), Northern Light Health
(“Northern Light"y—formerly Eastern Maine Healthcare Systerasd Fletcher Hospital, Inc.,
doing business as Park Ridge Health (“Park Ridge”). Compl. MiBi®etice of Party Name
Changeat 1, ECF No. 21 (stating th&iastern Maine Healthcare Systems has changed its name
to Northern Light Health).
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pharmaceuticalrugsby nearly 30%. Defendants, HHS and its Secretary, contenthéheate
adjustnent was statutorily authorizeshd necessary to close the gap between the discounted
rates at which Plaintiffs obtain the drugs at isstierough Medicare’s “340B Program™and

the higher rates at which Plaintiffs were previously reimbursed for thags dnder a different
Medicare framework.

Presently before this Court are Plaintiffs’ motion for a preliminary or peemta
injunction and Defendaritmotion to dismiss.Among other reliefPlaintiffs ask the Court to
vacate the Secretary’s rate reduction, require the Sectetapply previouseimbursementates
for the remainder of this year, and require Secretary to pay Plaintiffs the diffeoe between
the reimbursements they have received this year under the nevamdtiee reimbursements
they would have received under the previous ralfendantsontest the Court’s ability to hear
the case, arguing that Congress has shielded thet&@gtgaction from judicial review, that the
Secretary’9oundless discretiogmrecludes reviewand that Plaintiffs’ failure to exhaust their
administrative remedies is fatal. Defendants also argue that the Secretaoy'svastwell
within his statutoryauthority.

For the reasons stateélow, the Court concludes that it has jurisdictionrtvige relief
in this caseand thaPlaintiffs are entitled to such relief. While in certain circumstances the
Secretary could implement the rate reduction aieisgere, he did not have statutory authority to
do so under the circumstances presented. Moreover, because the parties hawe fully a
vigorously debated the merits of Plaintiffs’ claims, which turn on questions phtawact, the
Court concludes thaufthermeritsbriefing would be redundant and inefficient. However, while
Plaintiffs are entitled tsomerelief, the potentially drastic impact of this Couacision on

Medicarés complex administration gives the Court pause. Accordingly, the Court grants



Plaintiffs’ motion for a permanent injuncti@nd orders supplemental briefing on the question of
a proper remedy
II. BACKGROUND AND PROCEDURAL HISTORY
A. Medicare

Medicare is a federal health insurance program for the elderlglisalled, established
by Title XVIII of the Social Security ActSee42 U.S.C. 88 1395-138h Medicare Part A
provides insurance coverage for inpatient hospital care, home health care, and hospese se
Id. 8 1395c. Medicare Part B provides supplemental coverage for other types of care,gncludin
outpatient hospital cardd. 88 1395}, 1395k. HHS'®utpatient Prospective Payment System
(“OPPS”), which directly reimburses hospitals for providing outpatient sss\aod
pharmaceutical drugs to Medicare beneficiaries, is a component of MedicaBe Ba« id at
1393(t). OPPS require§payments for outpatient hospital care to be made based on
predetermined rates Amgen Inc. v. Smith357 F.3d 103, 106 (D.C. Cir. 2004). Under this
system, HHS-through the Centers for Medicare and Medicaid Services (“CMS&ts annual
OPPS reimbursement rates prospectively, before a given year, rathegttbactively based on
covered hospitals’ actual costs during that year.

B. The 340B Program

In 1992, Congessestablishedvhat isnow commonlyeferred taasthe“340B Prograni.
Veterans Health Care Aof 1992,Pub L.No. 102-585, § 602, 106 Stat. 4943, 4967-The
340B Program allows patrticipating hospitals and other health care providevergd entities”)

to purchase certain “covered outpatient drugs” from manufacturers avor thel drugs’

2 CMS is a component of HHS and is overseen by the Secr&agHHS
Organizational Chart, HHS (Nov. 14, 2018), https://www.hhs.gov/&genciergchart/index
.html.



“maximum” or “ceiling” prices, which are dictated bhystatutory formula ahare typically
significantly discounted from those drugs’ average manufacturer pi$e=l2 U.S.C. §
256b(a)(1)42).2 Put more simply, thiRrogramimposes ceilings on prices drug manufacturers
may charge for medications sold to specified healthfearkties.” Astra USA, Inc. v. Santa
Clara Cty., 563 U.S. 110, 113 (2011)t is intended teenable covered entitié$o stretch scarce
Federal resources as far as possible, reaching more eligible patients\adthgmore
comprehensive services.” H.R. Rep. No. 102-384(ll), at 12 (1968)alsdMedicare Program:
Hospital Outpatient Prospective Payment Sysaech Ambulatory Surgical Center Payment
Systems and Quality Reporting ProgranZ08 OPPS Rulg, 82 Fed. Reg. 52,3562,493 &
52,493 n.18 (Nov. 13, 2017) (codified at 42 C.F.R. pt. 41®)portantly,and as discussed in
greater detail belovthe 340B Prograrallows covered entities to purchasatain drugst
steeply discounted rates, and then seekbursenent for those purchases untiézdicare Part
B at the rates established by OPPS.
C. Medicare Reimbursement Rates for 340B Drugs

The statutory provision governing OPPS, codified at 42 U.S.C. §(13%mposes the
framework by whicltHHS must seprospectiveMedicare reimbursemenates. Among other
requirements under d@hprovision,HHS must determine how much it will pay for “specified
covered outpatient drugs” (“SCODg3Jovided by hospitals to Medicare beneficiaries. 42
U.S.C. 8§ 139Kt)(14)(A). SCODS are a subset of “separately payable drugsch are not

bundled with other Medicare Part B outpatient servacebare therefoneimbursed on a drug-

3 The manufacturers must offer these discounts as a condition of their participalien in t
Medicaid program.Id. § 256b(a)(3).

4 While the regulations setting 340B drug reimbursement rates, including the 2083 OP
Rule, are technically issued byS, see82 Fed. Reg. at 52,356, for simplicity’s sake the Court
will refer to them as HHS regulations.



by-drug basis See d. 8 139%(t)(14)(B). And as notedthe 340B Rogram covers certain
separgely payable drugs, some of which are SCODs and some of which are not. 82 Fetl. Reg. a
52,496; Defs.” Mot. tdismiss (“Defs.Mot.”) at 5, ECF No. 14.

Congress$hasauthorized two potential methodologies setting SCOD rate.First, if
HHS has ceria “hospital acquisition cost survey data,” it must set the reimburseaterfor
each SCOLaccording td'the average acquisition cosbr the drug for that year . . . as
determined by the Secretary taking into accourd’srvey data. 42 U.S.C. §
1393(t)(14)(A)iii)(l) (emphasis added). Secorfdhe surveydata is not available, each
SCODs reimbursement ratmust be se¢qual to‘the average pricdor the drugn the year
established under . . . section 1395w-3aas. calculated and adjusted by the Secretary as
necessary for purposes of this paragrapt.”8 139%(t)(14)(A)(iii)(1l) (emphasis added).
Section 1395w-3a, in turn, provides that a given drdgfault reimbursement rate is the average
sales pricg“ASP”) of thedrug plus 6%. Id. § 1395w3a(b)(1JA)—~(B); see alsdviedicare and

Medicaid Programs: Hospital Outpatient Prospective Payment and Ambulatgigeh Center

®> While not all separately payable drugs qualifyS30Ds to which the payment
methodologies of 8§ 139%)(14)(A) apply, THHS] applies these statutory payment
methodologies tall separately payable drugs, even those that@8CODS. Defs.” Mot. at 6
n.1 (citing 77 Fed. Re@t 68,383);see alsB2 Fed. Reg. at 52,5@Stating that theate
reduction will apply to “separatgpayable Part B drugs . . . that are acquired through the 340B
Program”) Thus, the methodology at issue here applies to all 340B drugs, not just SCODS
covered by the 340B Progranthis “is a policy choice ratherdn a statutory requirement.”
Defs.” Mot. at 6 n.1 (quoting 77 Fed. Re68,383. Because neither party raises the question
of whether the Secretary’s statutory authority to alter reimbursementoa@8®Ds also
governs the Secretary’s “policy choice” to apply the same rates t8GQ3, separately payable
drugs, the Court will not address that question here.

® Both parties seem to agree that § 1395w-3a sets a default payment rate of 106% of a
given drug’s volumeweighted average sales price, and that this rate is the presumptive
reimbusanent rate under 8 1305 (14)A)(iii)(I1). SeeDefs! Mot. at 6; Pls Mem. Supp. Mot.
Prelim.& Permanentnj. (“Pls.” Mem.”) at3—4, ECF No. 2-1; 82 Fed. Reg. at 52,501
(acknowledging ASP plus 6% as the “statutory benchmark”).



Payment Systems and Quality Reporting Programs (“2012 OPPS Rule”), 77 Fe@3R&0,
68,387 (Nov. 15, 2012) (codified at 42 C.F.R. pt. 48@ppting a reimbursement rate of ASP
plus 6% for covered drugs in light of the “continuing uncertainty about the full cost of plyarmac
overhead and acquisition cost” and tlmacern that deviating from the default rate “nmay
appropriately account for average acquisition and pharmacy overhead cokt . . . .”
D. The 340BMedicare Payment Gap

As explained above, hospitals participating in the 340B Program purchase 340B drugs at
steeply discounted rates, and when those hdspitascribe the 340B drugs to Medicare
beneficiaries they ameimbursed by HHS at OPPS ratd&efore 2018, theelevant OPPS rate
for 340B drugs was ASP plus 6%ee, e.q.77 Fed. Reg. at 68,387. Thateresulted imna
significantgapbetween whatdspitals pal for 340B drugs and/hat they receivetin Medicare
reimbursements fdhose drugs, because the 340B Program allowed participating hospitals to
buy the drugs at a far lower rate than ASP plus 6%e82 Fed. Reg. at 52,498itfng an Office
of Inspector General report finding that this margin “allowed covered enbtiesain
approximately $1.3 billion in 2013")Plaintiffs allege that threvenuesierived from this
payment gap have “helpéBlaintiffs] provide critical services to their canunities, including
underserved populations in those communitidds’ Mem. SuppMot. Prelim.& Permanent
Inj. (“Pls.” Mem.”) at 31 (citing Aff. of Tony Filer (“Northern LightAff.”) § 13 PlIs.” Mot.
Prelim. & Permanent Inf‘Pls.” Mot.”) Ex. V, ECF Nb. 2-25; Aff. of Robin Damschroder
(“Henry Ford Aff") 19 15-18, Pls.” Mot. Ex. W, ECF No. 2-28\ff. of Wendi Barbe(“Park
Ridge Aff.") 1 15-17, PIs.” Mot. Ex. X, ECF No. 2-27), ECF No. 2-Theyfurther allege that

the narrowingf this gap‘threatens these critical services” because Plaintiffg Ineaunable to



fund the services with lower reimbursement amoulds(citing Northern LightAff. 1 14-19;
Henry Ford Aff. 1 1920; Park Ridge Aff. 11 18L9).
E. The 2018 OPPS Rule

In mid-2017,HHS propased reducing the Medicare reimbursement rates for SCODs and
other separately payable drugs acquired through the 340B Program from ASP ptu8$Po t
minus 22.5%.Medicare Program: Hospital Outpatient Prospective Payment and Ambulatory
Surgical CentePayment Systems and Quality Reporting Progr@&2$-ed. Reg. 33,558, 33,634
(Jul. 20, 2017) (codified at 42 C.F.R. pt. 418)HS provided a detailed explanation of why it
believed this rate reduction was necessary. First, ih&d that several recent studies have
confirmedthe larg€‘profit” margin created by thdifference between the price that hospitals pay
to acquire 340B drugs and the price at which Medicare reimburses those Seegs.at
33,632-33. Second, HHS stated thetduse of thiprofit” margin, HHSwas “concerned that
the current payment methodology may lead to unnecessary utilization and potential
overutilization of separately payable drugéd: at 33,633.It cited, as an example of this
phenomenom 2015 Government Accountability Office Report findifigit Medicare Part B
drug spending was substantially higher at 340B hospitalsatiram-340B hospitalsid. at
33,632-33. The datadicatedthat “on average, beneficiaries at 340B. hospitals were #ier
prescribed more drugs or more expensive drugs than beneficiaries at theoati3dOB
hospitals in GAQO’s analysis.Id. at 33,633. ThirddHS expressed concern “about the rising
prices of certain drugs and that Medicare beneficiaries, includingnicovne seniors, are
responsible for paying 20 percent of the Medicare payment rate for thegsg’ dather than the

lower 340B rate paid by the covered hospitéds.



Thus, HHS concluded thidwering the Medicare reimbursemeates for 340B Program
drugs would‘make Medicare payment for separately payable drugs more aligned with the
resources expended by hospitals to acquire such drugs[,] while recognizingrhefitite
340B program to allow covered entities, including eligible hospitals t@stsearce resources
while continuing to provide access to caréd! HHS, however, did not have the data necessary
to “precisely calculate the price paid by 340B hospitals for [any] particul@redwutpatient
drug.” Id. at 33,634. For that reasoniB8 estimatel 340B hospitalsdrugacquisition costs
based on those hospitals’ average 340B discdseé id. Specifically,HHS proposed applying
theaverage340B discounestimated by the Medicare Payment Advisory Commission
(“MedPAC")—22.5% of a coveredirug'saverage sales prieeto govern the 340B drug
reimbursement rase See id.HHS believed that MedPAC’s estimate was appropriate and, in
fact, conservative because the “actual average discount experienced by 340Bshisdjkely
much higher than 22[%].” Id.

In addition to explaining its rationale and methodology for reducing the 340B
reimbursement raseto ASP minus 22.5%JHS stated its purported statutory basistaking
that action Because HHS did not “have hospital acquisition cost data for 340B d82gsed.
Reg. at 33,634t could not invoke its express authority under 42 U.S.C. §I{t3@%)(A)(iii)(1)
to set rates according to the drugs’ average acquisition costs. Instead)dki&lits authority
under 8§ 139Kt)(14)(A)(iii)(11), “which states that if hospital acquisition cost data are not
available, the payment for an applicable drug shall be the average pricedardhe . as
calculated and adjusted by the Secretary as necés8&ryed. Reg. at 33,634IHS would thus
“adjustthe applicable payment rate as necessary” for sepapatghble drugs acquired under

the 340B program, “to ASP minus 22.5[%]d. HHS stated that the adjustment was necessary



because ASP minus 22.5%gtter represents the average acquisitionfoo$840B] drugs and
biologicals.” Id.

Plaintiffs strongly opposed the proposed 2018 340B reimbursement rates, and they
voiced their opposition in comments to the proposed rBlaintiffs arguegrimarily thatHHS
did not have the legal authority to change the 3dBbursementates in the manner proposed,
and thatreducingreimbursement ratdsy nearly 30%would severely impact covered entities’
ability to provide critical healthcare programs to their communitiadjcularly to their
underserved patientSee generallAHA CommentsPIs! Mot. Ex. C,ECF No. 26; AAMC
CommentsPIs. Mot. Ex. D, ECF No. 27; AEH CommentsPIs. Mot. Ex. E, ECF No. 2-8
Henry Ford Comments, PIs.” Mot. Ex. F, EQB. 29; Northern LightComments, PIsMot. ExX.
G, ECF No. 2-9.

Neverthelessn November 2017HHS adopted the proposed 340B reimbursemaiet
reduction. See82 Fed. Reg. at 52,362. In issuitg)final rule,HHS responedto Plaintiffs’
arguments about its authority to change Medicare reimbursement rates for 3g9BSarel id at
52,499. HHS argued that the Secretary’s authority under 8§ (8954)(A)(iii)(1) to “calculate
and adjust” drug payments “as necessary for purposes of this paragraph” gaeeriiaey
broad discretion, including disgtionto adjust Medicare payment rates accordoghether or
not certain drugs were acquired at a significant discoaintHHS also disagreed with
commenters that the authority to “calculate and adjust” drug rates as neeesshmited to
“minor changes; it saw “no evidence in the statute to support that posititth.at 52,500.
Accordingly,HHS used its purported authority “to apply a downward adjustment that is

necessary to better reflect acquisition costs of [340B] druigls. The 340B reimbursement rates



dictated by this ruleand its ASP minus 22.5% methodologgcame effectiven January 1,
2018. Id. at 52,356.
F. Procedural History

In late2017, Plainffs raised an Administrative Procedure Act (“APA”) challeng the
2018 OPPS Rule’s 340B provisionSeegenerallyCompl.,Am. HospAssn v. Hargan(“AHA
1), No. 17-2447, ECF No. 1 (D.D.C.However, his Courtdismissedhe action because
Plaintiffs failed to present any concrete claim for reimbursement to the Secretary for a final
decision,]” which is “a fundamental jurisdictional impediment to judicial review urier
U.S.C. § 405(g). AHA 1, 289 F. Supp. 3d 45, 55 (D.D.C. 2017Roth parties agree that
Plaintiffs have now presented reimbursen@aims covered by thed28 OPPS Ruld)efs.’

Mot. at 15 n.6PIs! Mem. at 1312, andPlaintiffs have refil ed suit asserting neairigentical
challengs to the rulesee generallfCompl., ECF No. 1.

Plaintiffs allege that the Secretayeimbursementatereductionfor 340B drugs violates
the APAand the Social Security Abecause its “arbitrary and capricious and contrary to law,
and in excess of the Secretary’s authority unidefMedicare proviens of the Social Security
Act.” Compl. 11 68-6%citing 42 U.S.C. 88 405(g), 1395ii, 139§(14)(A)(iii); 5 U.S.C. §
706(2)). In conjunction with filing their complairR]aintiffs have moved for either a
preliminary injunctioror a permanent injunction under Rule 65 of the Fedrubds of Civil
Procedure. Pls.” Moat 1, ECF No. 2. Rintiffs requesthatthis Courtdirect the Secretary to

[S]trike the changes in the payment methodology for 340B drugs from the OPPS

Rule and use the methodology used in calendar year 2017 for all future 340B

Programpayments in 2018; pay the Hospital Plaintiffs and all provider members of

the Association Plaintiffs the difference between the payments for 34@B that
they received under the 2018 OPPS Rule and the payments they would have

" This decision was recently affirmed by the D.C. CircGiee Am. Hosp. Ass'n v. Azar
(“AHA 11") , 895 F.3d 822, 828 (D.C. Cir. 2018).
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received under the 2017 OPPS Rule; and conform the payment methodology that

they use for 340B drugs in calendar year 2019 and subsequent years to the

requirements of the Social Security Act, and specifically nos&acquisition cost

to calculate payment rates unless Defetsldmve complied with 42 U.S.(3

1395I(t)(14)(A)(iii)(1).

Pls.” Mem. at 35. The government has oppd3athtiffS motion and filedamotion to dismiss
the actionpursuant td-ederal Rulesf Civil Procedure 12(b)(1) and 12(b)(63eegenerally
Defs.” Mot. The partiesmotionsarefully briefed and ripe fothis Court’s consideration.
[ll. LEGAL STANDARD S
A. Federal Rule of Civil Procedurel2(b)(1)

A motion to dismiss under Federal Rule of Civil Procedure 12(b)(1) “presentshdlire
challenge to the Cours jurisdiction.” Curran v. Holder,626 F. Supp. 2d 30, 32 (D.D.C.
2009) (quotingAgrocomplect, AD v. Replic of Iraq,524 F. Supp. 2d 16, 21 (D.D.C. 2007)).
“It is to bepresumed that a cause lies outside [the federal ¢plimiged jurisdiction, and the
burdenof establishing the contrary rests upon the party asserting jurisdic@kRonen v.
Guardian Life Ins. Co. of Ap511 U.S. 375, 377 (19949iting McNutt v. GenMotors
Acceptance Corp298 U.S. 178, 182-83 (193a)urner v. Bank of N.A4 U.S. 8, 11 (1799)).

In determining whether the plaintiff has met this burden, a court must accepiiétiaians of
the complaint as trueBanneker Ventures, LLC v. Graha#®8 F.3d 1119, 1129 (D.C. Cir.
2015), and “construe the complaifibérally,” grarting the plaintiff‘the benefit of all inferences
that can belerived from the facts allegédBarr v. Clinton 370 F.3d 1196, 1199 (D.C. Cir.
2004) (quotingKowal v. MCI Comm'ns. Corp, 16 F.3d 1271, 1276 (D.C. Cir.19%4)
However, “the [plaintiff's factual allegations in the complaint . . . will bear closer scrutiny in

resolving a 12(b)(1) motion than in resolving a 12(b)(6) motion for failure to stédera’c

Grand Lodge of Fraternal Order of Poliee Ashcroft 185 F. Supp. 2d 9, 13-14 (D.D.C. 2001)

11



(internal quotation marks omitte@iting 5A Charles A. Wright & Arthur R. Millefi-ederal
Practice and Procedurg 1350).

The Court must confirm its jurisdiction feach type oflaim brought beforét, including
APA challenges.Indeed, while the “APA generally establishes a cause of action for those
suffering legal wrong because of agency action, or adversely affectedgravag by agency
action,” the “APA does not apply . . . to the extent thatstatutes preclude judicial
review.” Tex.All. for Home Care Servs. Sebelius681 F.3d 402, 408 (D.Cir.

2012) (internal quotation marks omitted) (quoting 5 U.S.C. § 701(&¢tetoff v. Vilsack614
F.3d 532, 536 (D.C. Cir. 2010)Bimilarly, courts lack jurisdiction over claimsdught under
the Social Security Act until the claimants have exhausted their administrativdiesraed
received final decisions from the Secretary regarding the issukeslying those claims. 42
U.S.C. § 405(g).

B. Federal Rule of Civil Procedurel2(b)(6)

The Federal Rules of Civil Procedure require that a complaint contain “a stdqtaen
statement of the claim” to give the defendant fair notice of the claim ampidheds upon which
it rests. Fed. R. Civ. P. 8(a)(&¢cordErickson v. Parduss51 U.S. 89, 93 (2007) (per curiam).
A motion to dismiss under Rule 12(b)(6) does not test a plaintiff's ultimatétke of success
on the merits; ratheit, tests whether a plaintiff has properly stated a cléd@eScheuer v.
Rhodes416 U.S. 232, 236 (1974brogated on other grounds by Harlow v. Fitzgerald7
U.S. 800 (1982). A court considering such a motion presumes that the complaint’s factual
allegations are true and construes them liberally in the plaintiff's fé&vee, e.gUnited States

v. Philip Morris, Inc, 116 F. Supp. 2d 131, 135 (D.D.C. 2000).
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To survive a motion to dismiss, a complaint need not coathélements of a prima
facie case.SeeSwierkiewicz v. Sorema N,A34 U.S. 506, 511-14 (200B8ryant v. Pepcp730
F. Supp. 2d 25, 28-29 (D.D.C. 2010jJowever,the “complaint must contain sufficient factual
matter, accepted as true, to ‘state a claim to relief that is plausible on it% faskcroft v.
Igbal, 556 U.S. 662, 678 (2009) (quotiBgll Atl. Corp. v. Twombly550 U.S. 544, 570 (2007)).
This means that a plaintiff's factual allegations “must be enough to raisd torrghief above
the speculative level, on the assumption that all the allegations in the complaint éegeruié
doubtful in fact).” Twombly, 550 at 555citations omitted). “Threadbare recitals of the elements
of a cause of action, supported by mere conclusory statements,” are therefdi@ansto
withstand a motion to dismissgbal, 556 U.S. at 67.8A court need not accept aapitiff's legal
conclusions as trusgeid., nor must a aart presume the veracity tdgal conclusions couched
as factual allegationseeTwombly 550 U.S. at 555.

C. Administrative Procedure Act

The APA governs the conduct of federal administratigencies.See5 U.S.C. 88 101—-
913 It permits a court to “compel agency action unlawfully withheld or unreasonablyedl
id. 8 706(1), and to “hold unlawful and set aside agency action, findings, and conclusions found
to be . . arbitrary, capricios, an abuse of discretion, or otherwise not in accordance with law,”
id. 8 70€2)(A). It provides for judicial review o& “final agency action for which there is no
other adequate remedyancourt[,] id. 8 704, except when “statutes preclude judi@glew” or
the “agency action is committed to agency discretion by;Javd. § 701(a).

IV. ANALYSIS
By and large,lie Secretarg argumentdor dismissal concern whether this Court has

jurisdiction to hear Plaintiffs’ allegationg-irst, the Secretary argues that Plaintiffs’ failure to

13



exhaust their administrative remedies forecloses judicial review. SdberBlecretary argues
that certain Medicare provisions preclude the Court’s review. Third, thet8gcargues that
the decision to reduce 340B drug reimbursement rates was “committed to agenetlyahi by
law,” and therefore outside the scope of APA review. Fourth, the Secretaegsdhgt he had
clear statutory authority to “adjust” 340B drug reimbursement.ratbe Court addresses each
argument in turn and concludes that the potential jurisdictional obstacles arelo¢fat and
that the Secretary’s action exceeded his authority to “adjust” rates. Acdgydrantiffs are
entitled to reliefto be determinedf@r the Court considers the parties’ supplemental briefing
A. Plaintiffs Need Not Exhaust Their Administrative Remedies

The Secretargrgues that the Court lacks jurisdiction because Plaintiffs failed to exhaust
their administrative remedies prior to figjrsuit. In evaluating this argument, the Court must
consider the mechanism by which Plaintiffs have brought this Blaintiffs assert their claims
under a specific Social Security Act provision, 42 U.S.C. § 465(gjich is the proper
provision by wich to raise a\PA challengeo a Medicareelated agency actiod2 U.S.C. 88

405(h),° 1395ii; Heckler v. Ringer466 U.S. 602, 615 (1984%m. Hosp. Ass'n v. Az§fAHA

8 This provision states, in relevant part, that:

Any individual, after anyinal decisionof the[Secretaryjmade afterla hearing to
which he was a party, irrespective of the amount in controversy, may obtain a
review of such decision by a civil action commenced within sixty days after the
mailing to him of notice of such decision or within such further time as the
Commissoner of Social Security may allow. Such action shall be brought in the
district court of the United States . .

42 U.S.C. § 405(g) (emphasis added).
® This provision states that:

The findings and decision of the [Secretary] after a hearing shall be binding upon
all individuals who were parties to such hearing. No findings of fact or decision of
the [Secretary] shall be reviewed by any person, tribunal, or governmentay agen
exceptas herein providedNo action against the United States, the [Secretary], or
any officer or employee thereof shall be brought under section 1331 or 1346

14



II") , 895 F.3d 822, 825 (D.C. Cir. 2018)nd as noted, judicial review of a ataibrought under
§ 405(g)is forecloseduntil the claimarg haveexhaustedheiradministrative remedies and
received a final decision from the Secretary. 42 U.S.C. § 408&hews v. Eldridge424 U.S.
319, 328 (1976)AHA 11, 895 F.3d at 826. Although the conceptethaustion” exist under
typical administrative law principles, the Supre@murt has explained that § 40Béh
channeling mechanisimposesan even more exactirexhaustion requiremenshalala v. Ill.
Council on Long Term Cat Inc, 529 U.S. 1, 12 (200@)[T] he bar of § 405(h) reaches beyond
ordinary administrative law principles of ‘ripeness’ and ‘exhaustion of adiratise
remedies’. . .”). Indeed, 8§ 405fHdemands thechannelingof virtually all legal attacks
through the agency Id. at 13.

Section 405(g$ review channeling mechanistontains two elementg-irst,the
provision contains a jurisdictional, nevaivable “requirement that a claim for benefits shall
have been presented to the SecretaBtdridge 424 U.S. at 328. Second, the provision
contairs a nonurisdictional “requirement that the administrative remedies prescribed by the

Secretary be exhaustedd. This requirement may be waived by the agency or a c8uBee

[federal defendant jurisdiction] of title 28 to recover on any claimrayignder this
subchapter.

42 U.S.C. § 405(h) (emphasis added). The Supreme Court has interpreted § 405(h) to require that
Medicare claims be pursued through the special review sysidnout in 8 405(g), rather than
through other judicial mechanisms that may otherwise be avail&alala v. Ill Council on

Long Term Cae, Inc, 529 U.S. 1, 8-15 (2000). 42 U.S.C. § 1395ii expressly applies § 405(h) to
claims arising under thiedicare provisions of the Social Secuwtgt, and the D.CCircuit has
reasoned that “expressly incorgting the judicialeview bar in§8 405(h)also effectiely
incorporates the exception ‘herein provideds 405(g). Am. Hosp. Ass’'n v. AzgtAHA 11”) ,

895 F.3d 822, 825 (D.C. Cir. 201@)ting United States v. Blue Cross & Blue Shield of Ala., Inc.

156 F.3d 1098, 1103 (11th Cir. 1998)).

101n arguing that Plaintiffs must fully exhaust their administrative remedies, the
Secretary notes that the Social Secubity provides an “abbreviated review process” by which a
claimant may request expedited judlageview. Defs.'Mot. at 27 (citing 42 U.S.C. §
1395ff(b)(2)(A); 42 C.F.R. 8§ 405.990). However, the Secretary does not explain why that
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id. at 330. Together, these requiremsserve the practical purpose of “assur[ing] the agency
greater opportunity to apply, interpret, or revise policies, regulations, orestatlit. Council

529 U.Sat13. Because, as noted, both parties agree that Plaintiffs have satisfied &405(g)’
presentment requirement, the Court must consider whether Plaintiffs maguse@from
exhausting their administrative remedies.

“A court may waive the exhaustion requirements of 8 405(g) when: (1) the is®ekigais
entirely collateral to a claim fgayment; (2) plaintiffs show they would be irreparably injured
were the exhaustion reqgament enforced against them; [(8) exhaustion would be futile.”
Triad at Jeffersonville I, LLC v. LeaviB63 F. Supp. 2d 1, 16 (D.D.C. 20(8iting Bowen v.

City of New York476 U.S. 467, 483—-85 (1986%ee alsdrataranowicz v. Sullivar859 F.2d
268, 274 (D.CCir. 1992). In such situationa, district court may, in its discretion, excuse
exhaustion if ‘the litigans interests in immediate judiciedview outweigh the governmest’
interests in the efficiency or administrative autonomy that the exhausttnmeds designed to
further.” Avocados Plus Inc. v. Venem@&i0 F.3d 1243, 1247 (D.Cir. 2004) (quoting
McCarthy v. Madigan503 U.S. 140, 146 (199R2)

Here, Plaintiffs rely solely owhat they claim is théutility of exhausting their
administrative remedies‘Futility may serve as a ground for excusing exhaustion, either on its
own or in conjunction with [the] other factors . . .Natl Assn for Home Care & Hospice, Inc.
v. Burwell 77 F. Supp. 3d 103, 110 (D.D.C. 201%ge also Tataranowic859 F.2d at 274
(waiving the plaintiffs’ 8405(g) exhaustion requirement as futile, without reedarsther

factors) That said, e ordinary standard for futility in administrative law cases is inapplicable

provision would prevent a court from waiving 42 U.S.C. § 405(g)’s exhaustion requirement
when appropriate, nor dodse Secretary cite case law establishing that principle.
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in Medicare casesSee Weinberger @Galfi, 422 U.S. 749, 766 (19759tating that §05(g) &
“more than simply a codification of the judicially developed doctrine of exhaustidmay not
be dispensed with merely by a judicial conclusion of futility”). Instead, thet@umust consider
whether judicial resolution of the issue will interfere with the agency’s effitigrctioning,
deny the agency the ability to selfrrect,or deprive the Court of the benefits of the agency’s
expertise and an adequate factual recdm@aranowicz 959 F.2d at 275 (citin§alfi, 422 U.S.
at 765).

Applying these principleshe futility of requiring Plaintiffs to exhausteir
administrative remedies in this case is readily apparent. The Sectetanotarguethat
proceeding with Plaintiffs’ lawsuivould somehow “interfere with the agency’s efficient
functioning.”* Nor doeslte Secretargontend that this dispute must esolved based dacts
that would be more fully developed through the administrative process. Inddes Sestetary
recognizs, Plaintiffs’ claim “raises pure le&d questions regarding the scope of the Secretary’s
statutory authority . . . ’Defs.” Mot. at 28 n.10.Finally, there is no reason to believe that the
agency might overturn the regulation, should Plaintiffs be given additional oppoHuait&se
their arguments through the administrative process. In the notice and commentiprgs,
HHS specifically considered and rejected the arguments that Plaintiffs novheaese&eed2
Fed. Reg. at 52,499-502 (asserting thatSecretargouldreduce SCOD reimbursement rates
pursuant tadhe Secretary’authority to “adjust” reimbrsement ras under 42 U.S.C 8

1393(t)(14)(A)(iii)(I1) , and rejedng Plaintiffs’ claims to the contrary)Moreover, HHS’s

1n fact, Plaintiffs assert, and the Secretary does not contest, that clarityinggtel
340B reimbursement rates withprovethe agency’s efficiency by resolving a large portion of
the agncy’s administrative appeal workload raising the same issues addresseddpyniion.
SeePls.” Mem. Ex. T at 2 n.2.
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proposed 2019 OPPS Rule continues to reimburse 340B drugs at ASP minus 22.5%, indicating
HHS’s mmmitment to its position hereMedicare Protam: Proposed Changes to Hospital
Outpatient Prospective Payment and Ambulatory Surgical Center PaymtamSgsnd Quality
Reporting Programs (“Proposed 2019 OPPS Rule”), 83 Fed. Reg. 33A4® (July 31, 2018)
(to be codified at 42 C.F.R. pt. 419).

In fact,as Plaintiffs point out anthe Secretary doewt disputebecause th20180PPS
Rule is final, it appears that no administrative review body would even have autb@iter or
deviate from its requirementdue tothe Rule’sbindingnatureon HHS. IndeeddHS
regulations providéhat “[a]ll lawsand regulationgertaining to the Medicare and Medicaid
programs . . . are binding on ALJs and attorney adjudicators, and the [Medicare Appeals]
Council.” 42 C.F.R. § 405.1063(6mphasis addef3ee alsoHHS Expedited Access to
Judicial Review Ruling at 6, ECF No. 19(stating thatneither the ALJ nor the [Medicare
Appeals] Council has the authority to find the 2018 OPPS Rule inyalid”

When faced with similar circumstances, the Supreme Court and otimsin this
jurisdiction havewaived the Social Security Act’s exhaustion requirentérseeMathews v.
Diaz, 426 U.S. 67, 7677 (1976) (treating, for jurisdictional purposes, the Secretary’s
“stipulat[ion] that no facts were in dispute, that the case was ripe for disposition by summary
judgment, and that the only issue before the District Court was the constittyion#fie statute
... as tantamount to a decision denying the application and as a waiver of the exhaustion

requirements” because thechstitutional questiofwas] beyond the Secretasy¢competence?)

12 Because the Court concludes that Plaintiffs’ exhaustion of their administrati
remedies here would be futile, it need not comgriaintiffs argumentthat theyhaveexhausted
their administrative remedies with respect to certain claims for reimburseSeaRls. Opp’n
Defs.” Mot. (“Pls.” Opp’n”)at 1+12, ECF No. 16.
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Tataranowicz 959 F.2d at 274 (excusing exhaustion requirement on futility grounds where “the
Secretary [ave] no reason to believe that the agency machinery might accetiertoffs’
claims); Natl Assn for Home Care & Hospicer7 F. Supp. 3dt112 (excusing exhaustion
requirement on futility grounds because plaintiff's “statutory claitmat-the Secretary exceeded
her authority under the [Affordable Care Act] in promtilgg [a rule}—[was] a purely legal
challenge to the agency’s established interpretation of the Medicare Katl'y. Sebelius689
F. Supp. 2d 10, 23-24 (D.D.C. 2009}4dting thatexhaustion may be excused whézse agency
has adopted a policy or puesia practice of general applicability that is contrary to th& law
(quoing DL v. District of Columbia450 F. Supp. 2d 11, 17 (D.D.C. 20p6Yhe Court does the
same here. Because Plaintiffs have presented clfarmsimbursemento the Secretarynder
the 2018 OPPS Rulandbecausdlaintiffs’ exhaustiorof their administrative remedies would
be futile the Court waives Plaintiffs’ exhaustion requirement exetciss itssubject matter
jurisdiction under 42 U.S.C. § 405(qg).

B. This Court Is Not PrecludedFrom Evaluating Plaintiffs’ Ultra Vires Claim

The Secretary also argues that the Court is precluded by certain Medicasepsov
from hearing Plaintiffssuit Again, the precise mechanism by whichiftleéis have brought this
suit is key to the Court’s analysis. Although, as discussed above, this Courigthstion
under § 405(gho hear Plaintiffs’ action, Plaintiffs ultimateseekrelief not under § 405(qg), but
underthe APA. SeeCompl. 11 68—69And under the APA, litigants may seek review of agency
action, “except to the extent thai statut¢] preclud¢gs] judicial review.” 5 U.S.C. § 701(&)).

“There is astrong presumption that Congress intends judienkerv of administrative
action”™ Amgen 357 F.3cat 111 (quotingBowenv. Mich Acad of Family Physicians}76 U.S.

667, 670 (1986)). This presumptiaeighs*particularly stronfly]” in favor of “judicial review
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of agency action taken in excess of delegated awtiosis alleged hereld. at 111-12 (citing
Leedom v. Kyne858 U.S. 184, 190 (1958)id Asén for Lutherans v. 3PS 321 F.3d 1166,

1173 (D.CCir. 2003)). To overcome the presumption, there must be “clear and convincing
evidencéof a contrary legislative interit Abbott Labs. v. GardneB87 U.S. 136, 141 (1967)
(quotingRusk v. Cort369 U.S. 367, 380 (1962)verruled on other grounds by Califano v.
Sanders430 U.S. 99, 107 (1977). Thisalyss requires that the Court look to the statute’
“express language. . the structure otie statutory schemes, its objectives, its legislative history,
and the nature of the administrative action involveBldck v. Gnty. Nutrition Inst.,467 U.S.

340, 345 (1984).

The Secretargontendghatthree Medicare provisions preclude this Cour\aew of
Plaintiffs’ suit: 42 U.S.C. 8§ 1398)(12)(A), (1)(12)(C), and (t)(12)(E)Defs.” Mot. at 17.
Subsectior(t)(12)(A) states

There shall be no administrative or judicial review under section 1395ff of this titl

139500 of this title, or otherwise of .thedevelopment of the classification system

under paragraph (2), including the establishment of groups and relative payment weights

for covered OPD services, of wage adjustment factbingr adjustmentsand methods

described in paragraph (2)(F).

42 U.S.C. § 139%t)(12)(A) (emphasis added)Subsectioift)(12)(C) states that “[t|here shall be
no administrative or judicial review under section 1395ff of this title, 139500 of thisdtitle

otherwise of . . periodic adjustmentsiade under paragraph [9£”Id. § 139%(t)(12)(C)

(emphasis added)And subsectioft)(12)(E) states

13 Both parties agree that because of a scrivener’s error, subsection (t)@&3)Eijly
refers to “periodic adjustments made under paradi@pt6)” but should refer to subsection
(t)(9). SeeDefs.” Mot. at 6 n.2; Pls.” Opp’n Defs.” Mot. (“Pls.” Opp’'n”) at 7 n.6, ECF No. 16.
Subsectior(t)(9) requires that “[tjhe Secretary . review not less often than annually and revise
the groups, the relative payment weights, and the wage and other adjustmeiiisdiesc

paragraph(t)](2).” 1d. 8 1395(1)(9)A).
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There shall be no administrative or judicial review under section 1395ff of this titl
139500 of this title, or otherwise of .the deérmination of the fixed multiple, or a fixed
dollar cutoff amount, the marginal cost of care, or applicable percentagepamdgraph
(5) or the determination of insignificance of cost, the duration of the additionalepésy,
the determination and deletion of initial and new categories (consistent with
subparagraphs (B) and (C) of paragraph (&8 ,portion of the medicare OPD fee
schedule amount associated with particular devices, drugs, or biologécalghe
application of any pro rata reduction under paragraph (6).

Id. 8 139%(t)(12)(E) (emphasis added).

It is uncontestethat none of these subsections explicitly preclude judicial review of rate
adjustments made under subsec{ipfi4). SeePls.” Opp’'n Defs.” Mot. (“Pls.” Opp’'n”) at 3,
ECF No. 16.And Plaintiffsargue thatvithout thisexplicit reference, the is no“clear and
convincing evidencethat subsection (t)(12) is intended to precljudicial reviewof the
subsection (t)(14)ate adjustment at issue hetd. a 3-4. The Secretaryon the other hand,
argues that the separately payable dadgessed by subsection (t)(14) fall within @ePS
payment‘classification system” edtdished under subsection (t)(2). Defs.” Mot. at 19.
Thereforg according to the Secretagdjustments to those drugeimbursement rates are
“adjustments” described in subsection (t)(@ade to thegency’'s'fee schedule amount
associated with particular . . . drugsgView of which argrecluded by subsectieft)(12)(A)
and(t)(12)(E). Id. at19-2% Repgy Supp. Defs.” Mot. (“Defs.” Reply”) at 4-5, ECF No. 20. The
Secretary further argues thatfinalizing the 2018 OPPS Ruliie Secretargxplicitly invoked
his subsectioft)(9) authority toperiodicallyrevise relative payment ratggview of whichis
precluded by subsection (t)(12)(Clbefs.” Mot. at 20 (citing 82 Fed. Reg. at 52,39Bfs.’
Reply at7-8.

The partiespreclusion arguments notwithstandingchusédPlaintiffs claim that the
Secretary acted in excess of siatutoryauthority—that heactedultra vires—the Court need not

resolve theparties’conflicting interpretations odubsectior{t)(12). “[T]he case law in this
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circuit is clear that judicial review is available when an agencyudtcgsvires” Aid Assn for
Lutherans 321 F.3dat 1173 (citingChamber of Commerce v. Reidld F.3d 1322, 1327-28
(D.C.Cir. 1996)). Thus,the APA’sstricture barring judicial review ‘to the extent that statutes
preclude judicial review,’does not repeal the reviewwfra viresactions. .. .” Id. (Quoting 5
U.S.C. § 701(a)(1)part v. United States348 F.2d 217, 224 (D.C. Cir. 1988Rut simply, if
the Secretary’s 340B drug reimbursement rate reduction was an “adjustmeet’subsection
(t)(14), review of that adjustment is arguably precluded by subsection (t)(LR)t tBe
Secretary’s action was not an “adjustment,” the Court may revie8ei. Amger857 F.3d at
112 (section 139%)(12)(A) prevents “review only of those ‘other adjustments’ that the
Medicare Act authorizes the Setary to make; in other words, the preclusion on review of
‘other adjustments’ extends no further than the Secretary’s statutory autbarniake them.”).
Accordingly, b determine whether Plaintiffaise arultra viresclaim falling outside the
scqe of subsection (t)(12)'s preclusion provisions, the Court must conisateriaim’smerits.
Seeid. at 113 (“[T]he determination of whether the court has jurisdiction is intertwined with the
guestion of whether the agency has authority for the challenged action, and theusiurt
address the merits to the extent necessary to determine whether the chatienggdetion
falls within the scope of the preclusion on judicial reviewdj)ganogenesis Inc. v. Sebelidd
F. Supp. 3d 14, 20-21 (D.D.C. 2014) (“[l]f Apligraf qualifies as a SCOD, this Court may hear
the case under thdtra viresdoctrineof review” but “if Apligraf does not qualify as a
SCOD,42 U.S.C. § 13951)(12)(A) precludes this Courd’review”); cf. COMSAT Corp. V.
FCC, 114 F.3d 223, 226-27 (D.C. Cir. 1997) determining whethea statutory provision
precludedudicial review ofan agency action, noting that suctiederminatiorfmerges

consideration of the legality of thagencys action with consideration of f&] court’s
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jurisdiction in cases in which the challenge to thgejncys action raises the question of the
[agency]s authority to enact a particular amendment. Whereegs ve find that the [agency]
has acted outside the scope of its statutory mandate, wenalsb&t we have jurisdiction to
review thefagency]s action.”). Because the Coucbncludes, as explained below, that the
Secretary exceeded his authottyder the Medicare provisions of the Social Secudty the
Court alsanecessarily concludebat subsection (t)(12) does not preclude judicial review of
Plaintiffs’ claims.
C. HHS’s 340B Reimbursement Rate Reduction Walltra Vires

Having waded througthe potential impediments its jurisdiction, the Court may
consider Plaintiffs’ core allegation; that the Secretary adlteal viresin “adjusting” the 340B
drug reimbursement rates from ASP plus 6% to ASP minus 22.5%. “To challenge agemcy acti
on the ground that it igltra vires [a plaintiff] must show a ‘patent violation of agency
authority.” Fla. Health Scis. Ctr., Inc. v. Sec’y of HHEO0 F.3d 515, 522 (D.C. Cir. 2016)
(quotingIindep. Cosmetic Mfrs. & Distribs., Inc. v. U.S. Dep’t of Health, Educ. & Weltaté
F.2d 553, 555 (D.C. Cir. 1978)). “A violation is ‘patent’ if it is ‘[0]bvious’ or ‘apparentd
(quoting Black’s Law Dictionary (10th ed. 2014)). “Such ultra vires review is ‘quitewa”
H. Lee Moffitt Cancer Center & Research Inst. Hosp., Inc. v.,A2a F. Supp. 3d 1, 11
(D.D.C. 2018) (quotingvittleman v. Postal Regulatory Comm#b7 F.3d 300, 307 (D.C. Cir.
2014).

Plaintiffs’ ultra viresargumenhereturns onthescope of thé&ecretary'discretion under
42 U.S.C. § 139%t)(14)(A)(iii)(11) to alterthe statutor benchmarldrugreimbursement rates
As noted, under that provision, a given drug’s reimbursement rate “shall be equal .he [to] t

average price for the drug in the year established undeectian 1395w3a of this title . . as
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calculated and adjusted by the Secretary as necessary for purposes of this pafagptaph
(emphasis added)And the parties agree th&tl395w3a sets a default payment rate of ASP
plus 6% which HHS implemented for several years preceding th8 BIPPS RuleDefs.” Mot.
at 6;PIs! Mem.at3-4; 77 Fed. Reg. at 68,387.

Thus, the principle dispute among the paieshether the Secretaagted within his
authority to“calculatg] and adjugt” the statutory benchmark rate 88P plus 6% whenenh
reduced that ratt®e ASP minus 22.5% based on his estimation of 340B hospitals’ drug
acquisition costs, rather than the drugs’ average sales prices. 82 Fed. RetP&iThe
Secretanargues that the authority to “adjusteimbursement rates is essentially a plenary power
to change ratesccording to any methodology, so long as the rates are expressed as a function of
average drug pricesSeeDefs.” Mot. at 34. This argument relies on the premise that the statute
textdoes not imposany limits o1 the Secretary’s authority sajustrates. See d. at31. This is
plainly wrong.

In fact, the statute’s plain tegbeslimit the Secretary’$adjustimen{” authority. The
D.C. Circuit held as muchnder nearly identical circumstandgasAmgen In that case, the
Circuit considered thee®retary’s authorityo adjustreimbursementatesunder a different, but
related Medicare provision: 42 U.S.C. 8 13@X2)(E). Amgen 357 F.3d at 107Like
subsectior(t)(14)(A)(iii)(Il) , subsectiorft)(2)(E) authorizes the Secretary to make “adjustments”
to certain hospital reimbursement ratesensure equitable paymentstider the OPPS scheme

42 U.S.C. § 139%)(2)(E).** In addressing theamgerplaintiff's claim thatthe Secretary

14 This subsection states:

the Secretary shall establish, in a budget neutral manner, outlier adjustments unde
paragraplj(t)] (5) and transitional pagkrough payments under paragrdfih(6)

and other adjustments as determined to be necessary to ensure equitablespayment
such as adjustments for certain classes of hodgitals
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exceeded hiadjustment authority under subsection (t)(2){&¢,Circuit observed that
“[[Jimitations on the Secretary’s equitable adjustment authoritgre in the texof § (t)(2)(E).”
Amgen 357 F.3d at 117 (emphasis added). Indeedause the statute “oraythorizes
‘adjustment$” it could not be read tpermit“total elimination or severe restructuring of the
statutory scheme.1d. Thoughtherelatively insignificantatereduction at issue iIAmgenwas
notultra vires the Circuit concluded thaecase“the term ‘adjustments’™ did not “encompass
the power to make ‘basic and fundamentages in the [statutory] scheme . a more
substantial departure from the ddfaamounts would, at some point .cease to be an
‘adjustment[].” Id. (quotingMCI TelecommsCorp. v. Am. Tel. & Tel. Co512 U.S. 218, 225
(1994).

Amgers logic applies equally hereFirst, “identical words and phrases within the same
statute should normally be given the same meaniRgwerex Corp. v. Reliant Energy Servs.,
Inc., 551 U.S. 224, 232 (2007). Thimecause€ongress did not intend for the term “adjust” to
confer unbridled authority in the context of subsec({ti2)(E), there is good reason to believe
that Congress did not intend to confer such authority in the context of subsection
©O@4)(A)(ii(1) . But more fundamentallyhe structure o$ubsectior{t)(14)(A)(iii)(II)
necessitates this conclusiohhatprovision commands th&COD reimbursement ratéshall”
be set “equal” to a ratgpecifiedin certain ¢her statutory provisionsere,each drug'saverage
sales pricglus 6%. 42 U.S.C. 8§ 13B&)(14)(A)(ii))(I1). This clear directive igjualified only
by the Secretary’s authority to “adjust'oferates. Id. Notably, theMedicaresubsection at
issue inAmgenfollowed thisvery same structurby articulating a clear requirement aheén
qualifying that requirememith the modest authority to adjust ratéghus, like inAmgenthe

language andtructure of subsectid)(14)(A)(iii)(I) make clear that the Secretary may not
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make “basic and fundamental charigesder the purported auspices of makmgre
“adjustment’to theratesstatutorily imposedby that subsectiol. See Amger857 F.3d at 117;
cf. Railway Labor ExecsAss’'n.v. Nat. Mediation Bd.29 F.3d 655, 66€D.C. Cir. 1994) én
bang (“[I]t goes without saying that the bald assertion of power by [an] ggearmot legitimize
it.”).

Amgenalso answers another critical question: whether an abuse of the Secretary’s
adjustment authority might form the basis ofudtna viresaction. That is to say, whether a court
could find, under some set of circumstantleatthe Secretary has “patent[ly]” violated his
authority to “adjust” paymemates. Fla. Health Scis. Ctr.830 F.3dcat522. Amgensuggestshat
such a finding is possible.h&D.C. Grcuit explained that, although the Secretary’s equitable
adjustment authority permitted “the adjustment of OPPS payrotdrésvise set by the Medicare
Act,” it did not “give the Sea@tary the absurdly broad power to make drastic adjustments, such
as the elimination of the entire passough programand term it an ‘equitable adjustment,’
thereby undermining the mandatory nature of the pass-through payment sysiegvading
judicial review” Amgen, InG.357 F.3d at 117 (emphasis addeldather, if the Secretarpakes
“basic and fundamental changes in the scheme . . . the Secretary would, in that esedthisxc

statutory authorityto make adjustmentsinder §(t)(2)(E) [and] the preclusion on judicial

151n addition to arguing that § 1398(14)(A)(iii)(I) 's plain text imposes no limitation
on the Secretary’s adjustment authorihe Secretary argues thad Congress whed to limit
that authority, it would have done so explicitly, as it did in the samsestibn with respect to
2004 and 2005 paymerdtes. Defs.” Mot. at 31 (citing 42 U.S.C. 8 139§(14)(A)(1)ii)).
This argument is essentially an all or nothing proposition; Congress eitheresmgid
instructions or it grants unbridled authority. As discusseglQourt believes that Congress acted
with more nuance here. In granting the Secretary authority to “adjust’atinéosy benchmark
rate, Congresprovided leeway for the Secretary to alter and even reduce that benchmark, but
not leeway to toss it aside entirely.
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review in § (t)(12)(A) would not applyld. (emphasis added)in other words, judicial review
would be permitted because the Secretary’s purported “adjustmenld be, in fact, anltra
viresact (i.e. a patent violatn of his authority).

The questiorior the Courtthen is whether the changa issue here-reducingthe
default 340Bdrug reimbursememate of ASP plus 6%o ASP minus 22.5%-s so substantial as
to beapatent violatiorof the Secretary’§ (t)(14)(A)(ii)(Il) adjustment authority. Although
similar argumentbave been raisad thisjurisdiction, no courthasheld thatthe Secretary acted
outside of his authority to make “adjustmentsaty Medicarereimbursementates. For
example, inAmgen the D.C. Circuit had “no occasion to engage in line drawing to determine
when ‘adjustments’ cease being ‘adjustments™ becausatbadjustmerdt issughere
involved “only the payment amount for a single drug, [which] does not work ‘basic and
fundanental changes in the scheme’ Congress created in the Medicare ActAmgen, Ing.
357 F.3d at 117 (quotingCl, 512 U.S. at 225). Likewise, in other cases, cdwatefound that
payment reductions of 0.2% and 2.9% were not significant enoughrtaniva finding that the
Secretary exceeded his adjustment authoB8ge Shands Jacksonville Med. Ctr. v. Burwie&b
F. Supp. 3d 240, 260 (D.D.C. 2015) (citiddirondack Med. Ctr. v. Sebeliug40 F.3d 692, 700
(D.C. Cir. 2014)).

But the circumtances here are quite differehtin those previously presented in this
jurisdiction The Secretary’s rate adjustment at issue Heesnot affect a single drug or even a
handful of drugs, butatherpotentiallythousands of pharmaceutical products found in the 340B
Program See82 Fed. Reg. at 52,494 (discussing the number of 340B “covered products”
available to 340B covered entities). Moreover,dhanges that the Secretary impoasginot

modest. Indeed, by changing the formula from the statutory default oplAS®% to ASP
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minus 22.5%, the Secretary is imposing a nearly 30% reduction from the formulatigpe €
expresslyset as the standardVhen viewed together, thate reductiols magnitudeandits wide
applicabilityinexorably lead to the conclusion that the Secretary fundamentally altered the
statutory scheme established by Congfesdetermining SCOD reimbursement ratiereby
exceeding the Secretaryasithority to*adjust[]” SCOD ratesunder§ (t)(14)(A)(iii)(II).

In attempting to justify this drastic departure from the statutorily mandatexithage
Secretanargues thatbecause (t)(14)(A)(iii) “itself identifies ‘acquisition cost[s]’ as a valid
reference pait for drug paymenisthe Secretarynust necessarily have been within his
authority to adjust 340Beimbursementates to achieve that godd. at29, 33 It is true thag
(©)(14)A)(iii) authorizes th&ecretary teet reimbursememates at level onsistent with
hospitals’ acquisition costs for thodrugs. 42 U.S.C. 13958 (t)(14)(A)(iii)(I). But that
authorization is found in subsecti@h, whichrequiresthe Secretary to consider certaiosptal
acquisitioncost survey datald.

Here theSecretary eschewed the usesobsection (Ipecause the requiredquisition
cost data was not availabl82 Fed. Reg. at 52,498nd the statutoy scheme is clear that if the
Secretary does not have tloatta hemust calculate reimbursemeantes by reference to the
drugs’average sales price 42 U.S.C. 8§ (t)(14)(A)(iii)(I). While the Secretary is permitted to
make “adjugimentg” to those rates for whatevezasons he deems “necessaagjustments are

all he can maké® 1d. He cannot fundamentally rework the statutory scheimeapplying a

16 The Secretary argues that subsection (I) cannot mandate a reimbursemerisede “b
strictly on ASP” because that interpretation would render the Secreddjystment authority
meaningless. Dsf Mot. at 29. The Court’s holding is not so rigidagrees that the Secretary
hassomeauthority to deviate from the statutory benchmark of ASP plusB%6.Court merely
holds that if an adjustment is sufficiently large and entirelgagpled from the methodology
imposed by subsection (II), it may exceed the Secretary’s statutoryiguéma cease to be an
“adjustment.”
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different methodology than the provision requirds-achieveunder subsection (livhat he

could not do under subsection (1) for lackaplequate dats. Indeedthe Secretarg admission
that he sought tmimic the result of subsection{hby setting rates designed to approximate
acquisition costs-under the authority of subsection (II)—whidlttates that rates approximate
averagesales price—only further supports the notion ththe Secetary’s purported adjustments
were, in factfundamentathangesn the statutory schemé. See82 Fed. Reg. at 52,5@8tating
that the Secretary is “using [his] authority [under § (t)(14)(A)(iii){id) apply a downward
adjustment that is necessary tdtbr reflect acquisition costs of those drugs”). Congress could
very well have chosen to treat Medicaeembursements for 340B drugs differently than
reimbursements fasther separately payable drugsit it did not do so. Tthe extent the
Secretary disagrees on policy grounds with Congress’s dessm®e,g.,82 Fed. Reg. at 52,495
(“While we recognize the intent of the 340B program, we believe it is inapat®for Medicare
to subsidize other activities through MedeEaayments for separately payable drugth®,
Secretarymay either collect the data necessary to set payment rates based on acquitstion cos

he may raise his disagreement with Congress, but he maypdnin Congress’slear mandate.

17Becausette Court concludes ththe Secretary’s rate reductisnunsupported bihe
statute’s unambigpus text, the Court need not address whehieEecretarg statutory
interpretations entitled to deference undéhevron, U.S.A., Inc. v, NRD@67 U.S. 837, 842—
43 (1984). SeeDefs.” Mot. at 28.

18 The Secretary urges the Court to take into acctharate reduction’$context” and
consider that it will allow Medicare beneficiaries to “share in the programgsaxéalized by
hospitals and other coveredtities that participate in the 340B Program.” £dflot. at 32
(quoting 82 Fed. Reg. at 52,495). The Court does not dispute the Secretary’s policy reasons fo
seeking to reduce 340B reimbursement rates. But a noble goal dessuss#he Secretarg
ultra viresactiontakenin pursuit of that goal.
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For these reams, the Court concluddisat the Secretary actettra vires!® This
conclusioncarries two implications. Firsthe Court’s conclusiomeans tha#2 U.S.C. §
1393(t)(12), which ordinarily proscribes judicial reviewtbie Secretary’'s OPR8imbursement
rate determinationgresents no barrier in this ca&eThereforethe Secretary'§ederal Rule
12(b)(1)motion to dismisgor lack of subject mattgurisdiction must fail Second, the Court’s
conclusionmeans that Plaintiffs have adequately allegelhian for relief under the APA,
thereby defeating the Secretarifederal Rule 12(b)(6) motion tdschiss

D. Disposition
Having resolved that this Court has jurisdiction as matterandthat on the merits,

the Secretary action waailtra vires the Court must now consider the propary forward

19 Accordingly, the Court declines to address Plaintiffs’ alternative aggtsrtha(1) the
Secretarys adjustment authority is limited to the consideration of hospitals’ overhead cests, Pl
Mem. at26—27;(2) the Secretary’s actiomasultra viresbecause itmproperly treats certain
providers differently than othensl. at 27-28; and (3) the Secretary’s action waisa vires
because itindermines the purpose of the 340B progidmat28—30.

20 The Secretarglso argus that, even if §139)(12) does not preclude judicial review,
any payment adjustment under § 1395(t)(14)(A)(iii)(ll) is committed to ggeiscretionby
law, and is therefore unreviewable by this Colefs.” Mot. at 25-26seealso5 U.S.C. §
701(a)(2) (stating than agency action may not be challenged under the APA if it “is committed
to agency discretion by law”)Again, the provision at issuequires the Secretary to SS0OD
payment rate at“the average price for the drug .as calculated and adjusted by the Secretary
as necessary for purposes of this paragrapf2 U.S.C. § 139%t)(14)(A)(iii)(I) (emphasis
added).In raising his “agency discretion by law” argumeht Secretarjocuseson the part of
the statute that reads “as necessary for the purposes of this para@rafgi.Mot. at 25-26.
According to him, this language leaves the court without any “meaningful sticagiainst
which to judge the agency’s exercise of discretidd. at25 (quotingHeckler v. Chaney70
U.S. 821, 830 (1985)). But this argument can only carry force to the extent that one understands
the Secretary’840B rate reduction to be an “adjustment.” That is, a court may not inquire into
the “necessit’ of an “adjustment” made by the Secretary, but that does not prevent the Court
from inquiring into whether the Secretary’s actions were, in fact, an “adqustror something
more. Because, as described above, the Secretary’s actions did not camstédiestment”
for pumposes of the statute, the Secretagygument presents no barrier to this Court’s review.
See Amger857 F.3d at 11{interpreting the statutory scheme to impose Atigins on the
Secretary’s authority to “adjust” reimbursemenesi.
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Plaintiffs urge the Court to “[aJdvanc[e] a decision on the merits” under Federal Rule bf Civi
Procedure 65(a)(2)Pls Mem. at 34. Rule 65(a)(2) states that “[b]efore or after beginajng
hearirg on a motion for a preliminary injunction, the court may advance the trial on the merits
and consolidate it with the hearing.” Fed. R. Civ. P. 65(aa@ord Teva Pharm. USA, Inc. v.
FDA, 398 F. Supp. 2d 176, 181 n.1 (D.D.C. 2005) (“This type of consolidation is a procedural
tool designed to conserve the resources of the Court and the parties by avoiding deiplicati
efforts” (citing NOW v. Operation Rescu&}7 F.Supp. 760, 768 (D.D.C. 1990)yacated on
other grounds by41 F.3d 1 (D.C. Cir. 2006). In determining whether a decision on the merits
is appropriate, a court must consider whether, at this stidgereécord is sufficient for a
determination on the merits under the summary judgment standard, or, where wlitinee
record is unnecessamynder the motion to dismiss standartarch for Life v. Burwe|l128 F.
Supp. 3d 116, 124 (D.D.C. 2015). Both parties contend that the record is sufficient for a
determination on the merits heexd the Court agrees.

The Secretarpas hadcevery oppaunity and incentive to argue the merits of Plaintiffs’
claim, andhe wasawarethat the Court may enter judgment on the merits at this.stageed,
the Secretaryrged this Court to decide this case onrttegits assertinghat*“[b]ecause
Plaintiffs’ APA claimsraise pure legal questions regarding the scope of the Secretary’s gtatutor

authority the Court may reach the merits obseclaims on a Rule 12(b)(6hotion”?! Defs.’

21 Even if the parties had not been on notice of the Court’s inclination to render a decision
on the merits, summary judgment wolileely still be appropriateinder Federal Rule of Civil
Procedure 56SeefFed. R. Civ. P. 56(f)(3)sfating that @ourt may “consider summary
judgment on its own after identifying for the parties material facts that may not bi@ejgrnn
dispute.”). Itis generally understood th&h] district court may grant summary judgment
without notice if . . . the losing party has had a full and fair opportunity to present arguments
and . . the parties have no genuine dispute as to a material #&ohinklijke Philips Eles. N.V.

v. Cardiac Sci. Operating C0590 F.3d 1326, 1332 (Fed. Cir. 2010) (quotihgted Statey.
Grayson 879 F.2d 620, 625 (9th Cir. 1989%cord Colbert v. Potte471 F.3d 158, 168 (D.C.
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Mot. at 28 n.10. This, of course, is truelaintiffs’” Complaint ‘actually presents njaisputed]
factual allegations, but rather only arguments about the legal conclusion to be boaivtha
agency actiori. Marshall Cty. Health Care Auth. v. Shala@88 F.2d 1221, 1226 (D.C. Cir.
1993) see alsdefs.” Mot. at 28 n.1Q[ 1]t is unnecessary for the Court to consider the
administrative record in evaluating Plaintiffs’ claim, since the dgimesent pure questioas
statutory interpretation.)Defs.” Reply at 3 n.2 (“Defendant’s motion . . . does not depend upon
thecontents of any documents other than the final rule challenged by plaintiffs and other
judicially noticeable materials.”) Thus, “the sufficiency of the complaint is the question on the
merits, and there is no real distinction in this context between the question presemted on
12(b)(6) motion and a motion for summary judgmemiarshall Cty., 988 F.2d at 122&ee
also March for Life 128 F. Supp. 3d at 124Where a plaintiffs complaint properly states a
claim, summary judgment is the appropriate methy which to resolve the merits of a dispute
regarding federal agency action ‘because theregulations validity is a question of laW.
(quotingLederman v. United State®9 F. Supp. 2d 29, 33 (D.D.C. 2000 recons. in partl31
F. Supp. 2d 46D.D.C. 2001))).

Consequently, in their briefing, both parties argued at length abo8¢tthetary’s
authorityto implement the Medicare rate reduction at issM@ereover, the Secretary did not
oppose, or even address, Plaintiffs’ request that the Court render a judgment oritsheAnd

the Secretargave no reason to believe thatrhight presentifferent or additional legal

Cir. 2006) étating thasummary judgment, even if entered erroneously, constitutes harmless
error “[w]hen a nonmoving party could not have produced awglénce sufficient to create a
substantial question of fact material to the governing issues of the aasetihgHoly Land
Found. for Relief & Dev. v. Ashcro833 F.3d 156, 165 (D.C. Cir. 2003)). In this caise,
Secretaryigorously argued the merité Plaintiffs’ claim and conceded that there can be no
genuine dispute ofrgy material fact, as the cagwolves a pure question of law.
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arguments atome later stage in the litigatiéf As discussed above, having considered the
parties’ arguments, the Court concludes that the Secretary exceeded hisyaurieri42
U.S.C. 8§ 139Kt)(14)(A)(iii) (1) in setting the 340B drug reimbursement rates in the 2018 OPPS
Rule Because the Secretdrgd every opportunity arel/eryreason to presehis merits
argumentsbecause hdid present those arguments, dedause there is no reason to believe
thata more developerkcord in the future could lead to any other outcome than theeadeed
today,the Court will enter judgment in favor of Plaintiff
E. Remalies

The typical remedy for an agency rule promulgated contrary to law is to Yheatde.
SeeHumane Soc'y of U.S. v. Zinlg65 F.3d 585, 614 (D.C. Cir. 201(¢jting Sugar Cane
Growers Ceop. of Fla. v. Venemar289 F.3d 89, 97 (D.C. Cir. 20025t. Lawrence Seaway
Pilots Ass’n, Inc. v. U.S. Coast Gua&b F. Supp. 3d 197, 208 (D.D.C. 2015). As noted,

Plaintiffs seek that relief and its logical consequences, including that the Court regi8reoH

22 This Court held oral argument AHA |, which involved the same parties, the same
procedural posture, and substalhy similar claims raised by Plaintiffs against the Secretary.
SeeAHA |, 289 F. Supp. 3d at 50; Min. Entry, Dec. 21, 208HA |, No. 17-2447 (noting that
the Court heard oral argument on that date); Pls.” Mem. at 2 (concedidgihdiconcerned a
“substantively identical challenge”); Defs.” Mot. at 15 (same). During tigainaent the Court
asked the Secretary’s counsel whether there was any reason why the Codrhshenter
judgment at this stage in the proceedings, and counsel could identify none aphisfgameral
desire for a “second bite at the appl@he Court sees no reason torgridne Secretary a “second
bite” when there is no evidence that the second bite would be any different than thehiest.
Court also declines to hear oral argument on the parties’ maidhis stagdecause it beliewe
that oral argument would “be of no meaningful assistance in rendering a finabdgEisn
light of the AHA | oral argument anthe clear, thorough briefing iIAHA I and his case Owen
Williams v. BB&T Inv. Servs., In¢cZ97 F. Supp. 2d 118, 126 (D.D.C. 201sBe alsd.CvR 7(f)
(stating that the decision to conduct an oral argument “shall be within thetidisakthe
Court”).

23 Because the Court has consol@hPlaintiffs’ preliminary injunction motion with a
decision on the merits, the Court “need not decide the preliminary injuricimarm. Research
& Mfrs. of Am. v. HH$S43 F. Supp. 3d 28, 34 (D.D.C. 2014).
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apply the 2017 OPPS drug reimbursement methodology—ASP plus 6%—to 340B drug

payments made for the remainder of 2648nd pay the Hospital Plaintiffs, and all 340B

Program participants who are members of the Association Plaintiffsiffdrenice between the

340B drug payments that they have received under the 2018 OPPS Rule and the higher payments
that they would have received under the 2017 OPPS?RuMs.’ Mot. at 1-2. In other words,

Plaintiffs seek retroactive Medicare Part B payments and a reallocation ®fpédnigsents going

forward. Plaintiffs’ complaint also seeldeclaratory relief Compl. at 23 In determining

whether to provide #tse remedigshe Court must consider “the seriousness of the . . .
deficienciesof the [agency’s]action” and “the disruptive consequences of vacathlieartland
Regl Med. Ctr. v. Sebeliu§66 F.3d 193, 197 (D.Cir. 2009) {irst alteration in original)
(quotingFox Television Stations, Inc. v. FCZ30 F.3d 1027, 1048-49 (D.C. Cir. 2002)).
Here, vacatur and the other relief sought by Plaméfe likely to be highly disruptive.
An important component of the Medicdart Bscheme is its budget neutrality requirement.
See42 U.S.C. 8§ 139%)(9)(B) (stating that OPPS payment “adjustments for a year may not
cause the estimated amount of expieires . . . for the year to increase or decrease from the

estimated amount of expenditures . . . that would have been made if the adjustments had not bee

made”) And the Secretary claims that this requirenagnlies to the 340B drug

24 Considering the timing of the Court’s Order, this first remedy is likely to have little
impact compared to the second remedy

25 plaintiffs also ask this Court to enjoin the Secretary and HHS from incdngptia¢
payment methodology challenged here into the HHS rule setting 2019 340B drug reingmtirsem
rates. SeePls.” Mem. at 35; Compl. at 24. However, Plaintiffs’ complaint does not explicitly
challenge the 2019 rule, and Plaintiffs have once again failed to show that theydsareed
the Secretaryith a concrete claim for reimbursement under the 2019 rule, as required by 42
U.S.C. § 405(g).SeeEldridge 424 U.S. at 328. This Court is thus foreclosed from reviewing
the 2019 rule, and it declines to impose injunctive relief concerning thatAtla.Il, 895 F.3d
at 828.
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reimbursemeistat issue hereDefs.” Mot. at 5,14; see als®B2 Fed. Reg. at 52,623 (“[W]e are
implementing this payment reduction in a budget neutral mamitign the OPP3.

Under the budget neutralitgquirementreducing 2018 340B reimbursement rates
allowed tle Secretary to increase reimbursements for other drugs and seoxieesdunder
Medicare Part Bincreasing 340B reimbursement rates wdikielwiserequire the Secretary to
reduce reimbursements elsewhere in the progfeon.instance, in finalizing the 2018 OPPS
Rule, the Secretary stated that “the reduced payments for separately payabmidthgsed
through the 340B Program w|ould] increase payment rates for othafragritems and services
paid under the OPPS by an offsetting aggregate amount.” 82 Fed. Reg. at 5h@&RcrEtary
could thus increase OPPS payment rates for-doung items and serses by approximately
3.2[%].” 1d. TheretroactiveOPPSpaymens thatPlaintiffs seek hergvould presumablyequire
similar offsets elsewhere; a quagmthat may be impossible to navigate considering the volume
of Medicare Part B payments made in 2018.

The D.C. Circuit and othaircuitshave recognized the “havoc that piecemeal review of
OPPS payments could bring about” in light of the budget naytraquirement. Amgen 357
F.3d at 112 (citingdm. Soc’y of Cataract & Refractive Surgery v. Thomp8a@8 F.3d 447, 454
(7th Cir. 2002) (noting the “disruptive” impact of requiring Medicare Part B payment
adjustments)Skagit Cty. Pub. Hosp. Dist. No. 2 v. Shal&a F.3d 379, 386—-87 (9th Cir.
1996)) see also Paladin Cmty. Mental Health Ctr. v. Sebegb8g F.3d 527, 531 n.3 (5th Cir.
2012) (‘Judicial determinations forcing the Secretary to retroactively alter gratyrates for
various covered senas—e.g., payment rates that are adjusted annually and are required to
remain budget neutratwould likely wreak havoc on the already complex administration of

Medicare Part B's outpatient prospective payment systeitation omitted)) In the interest of
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avoiding that havoc, and because neither party thoroughly addressed the questi@adliesram
their briefs?® the Court will order supplemental briefing on this issue.
V. CONCLUSION
For the foregoing reasorBlaintiffs’ Motion for a Preliminarynjunction (ECF No2) is
DENIED AS MOQT, the Secretary’s Motion to Dismiss (ECF No. 14DENIED, and
Plaintiffs’ Motion for a Permanent Injunction (ECF No.i2 GRANTED, insofar as Rintiffs
areentitledto equitable relief.Fashioning thatelief, however, requiresupplementabriefing
from the parties addressing tredief’'s proper scope and implementation. Consequently, it is
HEREBY ORDERED that
1. The parties shall provide supplemental briefing on the appropriate remeitigd lim
no more than 2pages per beif, within 30 days of this Memorandum Opinion’s
issuance; and
2. The parties shall respond to those briefs, limited to no more thpadges per
responsewithin 14 days after thsupplemental briefare filed.

An order consistent with this Memorandum Opinion is separately and contemporanssuestly i

Dated: December 27, 2018 RUDOLPH CONTRERAS
United States District Judge

26 The Secretargrgues that the potential disruption caused by judicial intervention
motivated Congress to preclude judicial revievD#fP Spayment adjustments. Defs.” Mot. at
40-41. he Secretary does ndtoweveraddress bw that disruption may be mitigated in the
event of a decision for Plaintiffs. Arilaintiffs make the conclusory argument that the
disruption would be offset by gainssulting fromthelawful implementation oMedicare Part
B. PIs.’ Opp’'n at 10-11. Wle a noblesentimentthis does not bring the Court any closer to
understanding how to providdaintiffs with relief without wreaking havoc on the system.
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