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UNITED STATES DISTRI CT COURT
FOR THE DISTRICT OF COLUMBIA

PHARMACEUTICAL RESEARCH AND
MANUFACTURERS OF AMRRICA,

Plaintiff, : Civil Action No.: 14-1685(RC)
V. : ReDocumens No.: 14,21

UNITED STATES DEPARMENT OF
HEALTH AND HUMAN SERVICES et al,

Defendans.

MEMORANDUM OPINION

DENYING DEFENDANTS M OTION FOR SUMMARY JUDGMENT AND GRANTING PLAINTIFF 'S
M OTION FOR SUMMARY JUDGMENT.

I. INTRODUCTION

The Courtpreviouslyvacated a Final Rule promulgated by the Secretary of the
Department of Health and Human Services (“HHS”) that addressed ¢henstances in which
an orphan drug must be offeredaadiscounted price pursuant to section 340B of the Public
HealthService Act (“PHSA”). The Court concluded that HHS lacked the statutangytto
promulgatehatrule. SeePharm Research & Nts. of Am. v. U.S. Dep’t of Health Human
Servs, 43 F. Supp. 3d 282-45(D.D.C. 2014)hereinafter PhRMA). HHS has sincéssued
an interpretiverule (the “Interpretive Rule”)dentical in substance to the vacated FinaldRhat
sets forth thémanner in which section 340B(e) of the PHSA will be interpreted and
implemented by HHS.”A.R. 680. The plaintiff, Pharmaceutical Research and Manufacturers of
America (“PhRMA”") again challengeldHS’s action contending that the Interpretive Rule
contravenesection 340B’s plain languagé&iHS has movedor summary judgment arguing that

the Interpretive Rule does nairtstituteafinal agency action sufficient to state a claim and that,
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in any event, its reading of the statigat least entitled to deference un8&dmore v. Swift &
Co, 323U.S. 134 (1944) becauseiieasonably balances Congress’s concerns witimtiaiaing
incentives for the development of drugs for orphan diseasegwmitiding the newly covered
340B entities with discounts sufficient to make participation énptogram benéfial.” Defs.’
Mem. Supp. Summ. &t 3, ECF No. 141. PhRMA hascrossmoved for summary judgment
and argueghat the Interpretive Rule is a final agency action subject to imneechatlenge and
that the rule conflicts witthe statte’s plain languageBecause the Court concludes that the
Interpretive Rulas afinal agency actioand that thénterpretive Rulecontraveneshe plain
language of section 3408), the Court willdeny HHS’smotion for summary judgment and

grant PhnRMA'’s motion for summary judgment.

. FACTUAL & STATUTORY BACKGROUND

This case involves thatersectionof two intricate statutory schemebke Orpha Drug
Act and the 340B Program. Both alesignedin large part, to ensure greater access to
medications for certain populationB its prior memorandum opinion in this dispute, the Court
descibed the statutory schemes implicated in this easithe Court assumdamiliarity with
that discussionSee PhRMA43 F. Supp. 3d at 3B3.

A. The Orphan Drug Act
TheOrphan Drug Act involves the designation and marketing of dragdled orphan

drugs—totreat rare diseases or conditidn©rphan drugs are smmed because, absent the

L A rare disease or condition is defined by statute as:

... [A]ny disease or condition which (A) affects less than 200,000 perstres in
United States, or (B) affects more than 200,000 in the United Stradief®rwhich
there is no reasonable expectation that the cost of developing andymakin



financial and marketing incentives Congress has providptldomaceutical manufactusdor
thedevelopnent ofsuch drugs, efforts to invest, research, and otherwise nthmgahose

drugs wouldikely be abandonedCongress passed the Act after concluding that “because so
few individuals are affected by any one rare disease or condition, a pkatitalccompany
which develops an orphan drug may reasonably expect théadgegerate relatively small sales
in comparison to the cost of developing the drug and consequentlyutaai financial loss.”Act

of Jan. 4, 1983, Pub. L. No. 914, § 1(b)(4)96 Stat. 20492040 For that reason, the Orphan
Drug Act provides sevat incentives tahosepharmaceutical manufacturers that develop orphan
drugs, including: a seveyear market exclusivity period during which no drugs, other than the
designated orphan drucan be licensed or approved “for such disease or condition,”2LTU

8 360c¢a); a tax credit fothe clinical testing expenses incurred during the orphan drug’s
developmentsee26 U.S.C. § 45C; research grantsttmat clinical testing,see21 U.S.C.

8 3@ee; and an exemption from tlees otherwise applicable to new drug applicatisas21
U.S.C. 8 379h(a)(1)(F).

The Orphan Drug Act permits the Secretary of Health and Human Se(thiees
“Secretary”)to deggnate a drug as an orphan drufyccording to statute, “[tjhe manufacturer or
the sponsor of ardg may request the Secretary to designate the drug as a drug for asi@se dis
or condition.” 21 U.S.C. 8 360bb(a)(1). The statute furtheruot that, if the Secretary finds
that the drug “is being or will be investigated for a rare diseasenditiom” andthe approval,
certification or licensure of that drug “would be for use for such askéser condition,” the

Secretary “shall designate the drug as a drug for such disease or conddioftie Food and

available in the United States a drug for such disease or conditldrewil
recovered from sales in the United States of such drug

21 U.S.C. § 360bb(a)(2).



Drug Administration, an agency withiiHS, oversees the designation and approval of orphan
drugs. SeePhRMA 43 F. Supp. 3d at 41 n.11 (citing 21 C.F.R. § 316.1(a) (regulation
promulgated by the FDA implementing the orplaling related sections of tikederalFood,
Drug, and Cosmetic Act and providing “procedures to encourage anchfaditie development
of drugs for rare diseases or conditionsspe als®1 U.S.C. 8 393(d)(2).

A drug’s designation as an orphan drug may not overlap entmtyits use. Drugs that
carryan orphan desighian “can also be used to treat A@re diseases or conditionsPhRMA
43 F. Supp. 3d at 30 (discussing, for example, Prozac, which commonly tie&issaen but is
designatecsan orphan drug to treat autism and body dysmorphic disordanyl adrug may
be designated as an orphan drug even if that drug is also approwesat o different disease or
condition that does not qualifgr orphardrug designationSee21 C.F.R. § 316.23(b)Nor
does the dagnaton of a drug as an orphan drug in afdtself afford apharmaceutical
manufacturer with the ability to market the drug in the United StafBlsat adrug has been
awarded arphan designatiofdoes notlter the standard regulatory requirements and process
for obtaining marketing approval Exclusion of Orphan Drugs for Certain Covered Entities
Under 340B Program, 78 Fed. Reg. 44,016, 44,017 (July 23, 2013). Indeed, according to HHS
“a large majority of drugs with orphan designations do not have appodsalmharketed in the
United Stags' at all. 1d.

B. The 340B Programand the 2010Extension

The secondtatutoryscheme, section 340B of the Public Health Services Act, “imposes
ceilings on prices drug manufacturers may charge for medicat@thtosspecified health
facilities.” Astra U.SA., Inc. v. Santa Clara Cnty., Cal31 S. Ct. 1342, 134&011) see

generally42 U.S.C. 8 256b The program was first enacted as part of the Veterans Health Care



Act of 1992 seePhRMA 43 F. Supp. 3d at 3and is managed by the Health Resourcesi&erv
Administration (“HRSA”), an agency within HHSeeAstra 131 S. Ct. at 1345n order for a
pharmaceutical manufacturer’s products to be covered undad®Rogram and therefore
eligible for reimbursement from Medicaithanufacturers are required to enter into a
Pharmaceutical Pricing Agreemenmith the Secretary calculating a specified ceiling pitae
covered entities must pay for th@nufacturer'sirugs See42 U.S.C. § 256b(a)A
manufacturer must offer drugt purchase at or below the applicable ceiling price” to any
entity covered by the 340B Prograihsuch drug is made available to any other purchaser at
any price.” Id.

In setting ceiling prices for covered drugscison 340B is designed to “stretctasme
Federal resources as far as possible, reaching more eligible patients\adithgprmore
comprehensive services.” H.R. Rep. No.-B&2 pt. 2 at 12 (1992).Many ofthe eligible
health care facilities are “providers of safety net services to the’pAstra 131 S. Ct. at 1345
As initially enacted in 1992, theovered entities includdukdth care facilities receivingertain
federallyfunded grantsstateoperated AIDS drug purchasing assistance programs, black lung
clinics, Native Hawaiian hédth centersandurban Indian organizations, among other entities.
Seed2 U.S.C. § 26b(a)(4)(AL); see also/eterans Health Care Act of 1991, Pub. L. No.-102
585, Title VI, 8§ 602(a), 106 Stat. 4943, 4968. Disproportionate share hospitals (those
hogitals that serve indigent populatiosse also included as covered entiti&e42 U.S.C. §
256b(a)(4)(L).

As part of thePatient Protection and Affordable Care Act (“ACAbngresaddeda
significant number ofew categorieto the list ofcoveredentities Those entities are

enumerated in what became subsections (M), (N), and (§8ctibn 340B4)(4). Specifically,in



section 7101 of the ACA Congress addedhe340B Rogramchildren’s hospitals that are
excluded from the Medicare prospectpayment system, frestanding cancer hospitals that are
excluded from the Medicare prospective payment system, critical acce#slspsural referral
centers, and sole community hospitaBeePatient Protection and Affordable Care Aeub. L.
No. 113148,8 7101(a), 124 Stat. 119, 82 (codified as amended42 U.S.C. §
256b(a)(4)(MHO)).

As part ofthe ACA, Congress also directed HHS to create an administrative dispute
resolution proces®r the 340B ProgramTheACA directed the Secretaty “promulgate
regulations to establish and implement an administrative procesefogsolution of claims by
covered entities that they have been overcharged” for drugfs‘daims by manufacturers”
following astatutorilypermitted audit of a covered duti Id. at§ 7102 (codified a2 U.S.C. 8§
256b(d)(3)) Congress further instructed that thispute resolutioprocesshould“includ[e]
appropriate procedures for the provision of remedies and enforcefrdgterminations made
pursuant” to tht proces—which could include sanctions of civil monetary penalties of up to
$5,000 “for each instance of overcharging a covered entity that may havesdctiuir
(codified at42 U.S.C. 88 256b(d)(3), (d)(1)(B)(vi)§l) Although the ACA directed the Secretary
to promulgate those regulations within 180 daythefACA’s passage (March 23, 201@nd the
Secretarydid issue a notice of proposed rulemaking to establish that adiaivistdispute
resolution proces${HS has not yet issued a final runeplementirg the processSee340B
Drug Pricing Program Administrative Dispute Resolution Proc&s§ed. Reg. 57,233 (Sept.
20, 2010).In omnibusguidancessued last monttHHS indicated only thaffluture rulemaking
will address the administrative dispute desion process.” 340B Drug Pricing Omnibus

Guidance, 80 Fed. Reg. 52,300, 52,88ag. 28, 2015).



C. The Orphan Drug Exclusion and HHS's Interpretive Rule

At the same time that Congress added those new entities34@BeRogram, Congress
alsonarrowed thecategories ofirugs to which tanewly added entities would have access at
reducedprices. In the Health Care and Education Reconciliation Act (“HCERAhich
amendedhe ACA—Congress added an additional subsection to the Act entitled “Exalasio
Orphan Drugs for Certain Covered Entities.” That subsedtisection 340B(e)"yprovides that:
“[flor covered entities described in subparagraph (M), (N), or (@ubsection (a)(4), the term
‘covered outpatient drug’ shall not include a drug designatedeb@elretary under section 526
of the Federal Food, Drug, and Cosmetic Act for a rare disease or coridititealth Care and
Education Reconciliation AcBub. L. No. 111152, § 2303124 Stat. 1029, 1083 (codified as
amendeat42 U.S.C. 8§ 256b(¢) Asa result of sction 340Be), newlycovered entities do not
have access to “a drug designated . . . for a rare disease or condition’cauateid price.

The parties contest the reaclhtlad term ‘a drugdesignated . . . for a rare disease or
condition.” In addition,in the immediate aftermath of the ACA’s passage covered entities
expressed concern and confusion about the phrase’s meaning, whilagdatioal
manufacturers contended that all orplsignated drugs, whatever their particular use, were
intended to be excluded from the 340B Program fondvely addedcovered entitiesSeg e.g,

A.R. 3839, 6568, 70, 8587, 9196 In part to eliminate that confusion and to provide “clarity

2 Freestandng children’s hospitals had previously been afforded access 8#0&:
Program in 2005 SeeDeficit Reduction Act of 2005, Pub. L. No. 2091, § 6004, 120 Stat. 4,
61. As aresult, and because those entities had previously enjoyed acecpbanadrgs at
section 340B prices, an amendment was passed in 2010 to clarifyy2B(e)’s application
to children’s hospitalsSeeMedicare and Medicaid Extenders Act of 2010, Pub. L. No-309,
§ 204, 124 Stat. 3285, 3288. As codified, section 340B(aow specifies that it applies to
“covered entities described in subparagraph @Mer than a children’s hospital described in
subparagraph (M)” 42 U.S.C. § 256b(e) (emphasis added).



in the marketplace the Secretary issued a noticembposed rulemakingSeeNotice of
Proposed Rulemakingxclusion of Orphan Drugs for Certain Covered Entities Under 340B
Program,76 Fed. Reg29,183 29,184 May 20, 201).

HHS publishedts Final Rule on July 23, 2013. That FinallRinterpretedsection
340B(e)to provide thatwith respect to the newlgovered entities, “a covered outpatient drug
does not include orphan drugs that are transferred, prescribed,rsatloerovise used for the rare
condition or disease for which that orphan drug was designatiedl section 526 of the [Federal
Food, Drug, and Cosmetics Act].” 42 C.F.R. § 10.21(a). The “praefifeadt” of that rule is
that, while “the discounted 340B price is not available to newlyed covered entities when
purchasing orphan drugs for theitendedorphan use,” when a covered entity instead purshase
a drug for a notorphan use, it “does receive the 340B discount priehhRMA 43 F. Supp. 2d
at 32.

This Court previously foundhe Final Rile invalid becauséHHS has not been granted
broad rulemaking authority to carry out all the provisions of the 340B prdgnadthe statutory
provisions HHS relie@dn as authority to promulgate the rule were “specific grants of authority
that do not authorize the orphamugrule.” 1d. at 42, 39 Instead, the Court noted that Congress
grantedHHS only “a specific delegation of rulemaking authority to esthlais adjudication
procedure to resolve disputes between covered entities and manu$attigteat 45. In an
altemative, “halthearted” argumertiHS contended that the Final Rule could be upheld as an
interpretive rule.ld. at 4546. But theCourt expressed some skepticism thatrthe as
expressedh the specific regulation before the ceustrhich waspromulgaté by notice and
comment and purported to havdiadinglegal effect—could properly belassified as an

interpretive rule.ld. at 46. The Court invited HHS to offer further briefing on the issue



includingto addresshe question ofvhether “HHS must first promulgate the rule as interpretive
for it to then be challenged undgkidmore’ Id. at 4647 & n.19 (citingKelley v. EPA15 F.3d
1100 (D.C. Cir. 1994)). HHS declined the Cimvitation. SeeDefs.” Respto Court’s May
23, 2014, Orde?>hRMA No. 1:13¢cv-1501RC (D.D.C. June 12, 2014), ECF No. 45.
Nevertheles$HHS has since issued the InterpretivdeRexplaining “how HHS interprets
section 340B(e)."SeeAvailability of Interpretive Rule: Implementation of the Exclusiof
Orphan Drugs for Certain Covered Entities Under the 340B Programd/®€g. 42,801
42,801(July 23, 2014).That interpretationr-effective as of July 21, 20%4restatesin
substantivelydentical terms, the interpretation that HR&d reached iits prior Final Rule?
A.R. 6803-86. According to HHS, “interpreting the statutory language to excludeditiations
for a drug that has an orphan drug designation would be contrary tongeeSsional intent of
section 340B(e) to balance the interests of orginag developmerand the expansion of the
340B Program to new entities.” A.R. 684. Thus, Hi@ininterpreted section 340B(e) as
“excluding drugs with an orphan designatanly when those drugs are transferred, prescribed,
sold, or otherwise used for the rare condition or disease for which the drug was designated
A.R. 685(emphasis added). For the same reason, HHS construed section 340B¢¢) to “
exclude drugs that are transferred, prescribed, sold, or otherwis®usedditions or diseases
other than for whilks thedrug was designated.” A.R. 6836.
In its notice, HHS acknowledged that its interpretation would require coveredesnitid

manufacturers to identify those drugs that have an orphan desigaatiare used to treat that

3 The Interpretive Rule is also available on HRSA’s websteel nterpretive Rule:
Implementation of the Exclusion of Orphan Drugs for Certain Covered Entities Under the 340B
Program Health Resources & Services Administration,
http://www.hrsa.gov/opa/programrequirements/interpretieénterpretiverule.pdflast visited
Oct. 13 2015).



designation.To facilitate that proces$]HS proposed to “publish a listing of orphan drug
designations, providing the name of the drug and the designated mwlicati“the first day of
the month prior to the end of the calendar quarter.” A.R. 685. dfurthie, HHS cautionedhat
“[i]f a covered entity lacks the ability to track drug use by indicatsmch entity would be
unable to purchase drugs with orphan designations through the 340B Prog&n685.

In line with its Interpretive Rule, HH3hrough HRSAhasalso sentetters to
pharmaceutical manufacturers advising themtRSA had been informed by one or more
covered entities that “the 340B price is awtilable for at least one of [the manufacturers’]
products with an orphan designatiorSeeFirst Am. @mpl. Ex. E, ECF No. 115. In those
letters, HRSA set forth its interpretation of the statute and stated éhratihientmanufacturer
“is out of compliance with statutory requiremeassdescribed in HRSA's interpretive ruldd.
(emphasis addedHRSA further cautionethat “[m]anufacturers thado not offer the 340B
price fordrugs with an orphan designation when those drugssae for an indication other than
the rare condition or disease for which the drug was designatede. violatingsection
340B(a)(1) of the PHSANd the terms of their Pharmaceutical Pricing Agreemddt.”
(emphasis added)Finally, HRSA noted that section 340B(d) requires manufatuoe‘refund
covered entities charged more than the statutory ceiling prie®¥ered outpatient drugs” and
requested the recipients to “respond within 30 days to notify HRSAwfplan to repay
affected covered entities and to institute the offer of the discountiprihe future.”ld. On
its website, HRSA has alspated hat “[a] manufacturer or covered entity’s failure to comply
with the statutory requirements could subject a manufacturer orecbgatity to an enforcement

action by HRSA, which could include refunds to covered entiti¢sa case of overcharges, as

10



well as termination of a manufacturer’'s Pharmaceutical Pricing AgrediPBA).” SeeFirst
Am. Compl.Ex. D, ECF No. 144.%

PhRMA filed a complainbn October 9, 2014hallengingthe Interpretive Rule under
the Administrative Procedure Act (“APA”) as “arbitrary, capricioars, abuse of discretion, or
otherwise not in accordance with lanwSee5 U.S.C. § 706(2)(A)see alsaCompl., ECF No. 1;
First Am Compl, ECF No. 11.Pending before the Court are HHS’s motion for summary

judgment,SeeECF No. 14, and PH®RA’s crossmotion for summary judgmenseeECF No. 21.

lll. LEGAL STANDARD

A court may grant summary judgment when “the movant shows thatisheavegenuine
dispute as to any material fact and the movant is entitled to judgeeninatter of law.” Fed.
R. Gv. P. 56(a). When assessing a motion for summary judgmemt APA case, however,
“the district judgp sits as an appellate triburiaAm. Bioscience, Inc. v. Thomps@69 F.3d
1077, 1083 (D.C. Cir. 2001). Buchcases the complaint “actually presents no factual
allegations, but rather only arguments about the legal coonltsibe drawn about the agency
action.” Marshall Cnty. Health Care Auth. v. Shala288 F.2d 1221, 1226 (D.C. Cir. 1993).
Therefore, “[t]he entire case on review is a question of law, and only aauestaw.” 1d. The
Court’s review “is based on the agency record and limited to detegmwiiether the agency
acted arbitrarily or apriciously,”Rempfer v. Sharfsteis83 F.3d 860, 865 (D.C. Cir. 2009), or

in violation of another standard set out in section 10(e) of the A&&% U.S.C. § 706.

4 See also FAQdHealth Resource® Services Administration,
http://www.hrsa.gov/opa/fags/index.htidst visitedOct. 13 2015).
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IV. ANALYSIS

In support of its motion for summary judgment, HHS makes twaipaharguments.
First, HHS claims that the Interpretive Rule does not constitutelafieacy action and,
therefore, is nosubject tgudicial review. Second, HHS argues in the alteveatat, even if
the rule constitutes a final agency actibs interpretation is entitled t8kidmoredeference. In
opposition tahe motior—andin support of its wn motion for summary judgmentPhRMA
contends that the Interpretive Rule is a final agency action amlefuthat the rule conflicts
with the plain language of section 340B(e).

At the outsetit is important to note whatiRMA has not challenged. Althoudfe
Court expressed some skepticism thatRimal Rulecould be sustained as anantretive rule, it
noted that more briefing was needed to determine whether, amonghitler the rule could be
challenged immediately, “or whether HHS must first promulgateutleeass interpretive for it to
be challenged und&kidmore’” PhRMA 43 F.Supp. 3d at 46. Rather than continue to defend
the originalFinal Rule, HHS did just that, atlkde Courtentered final judgment because new
InterpretiveRule was “beyond the scope of the [original] actioBeeOrder Entering Final
JudgmentPhRMA No. 1:13cv-1501RC (D.D.C.Aug. 27, 2014), ECF No.%

In this casealthough PhRMA challenges the merits of the Interpretive Rule, the
organization does not appear to challenge Hid8thorityto issue an Interpretive Rule
prospectively settinfprth theagency’s reading of the statute. In any event, it is clear that HHS
has the autbrity to advise the public of its interpretation of thedia Cf. United States v.
Mead Corp, 533 U.S. 218, 228 (2001) (“[W]hether or not they enjoy any expledsgation of
authority on a particular question, agencies charged with iag@ystatute necessarily make all

sorts of interpretive choices.”Jn order b administethe dispute resolution procesmt

12



Congress has instructed HHS to establish, thecygegcessarilyvill be obliged toset forth its
understandingf a pharmaceutical manufactuseobligationsunder theB40B Rogram 42
U.S.C. § 256b(d)(3)(A). Moreover,0a@gress has instructed the Secretary to “designate or
establish a decisiemaking dficial or decisionmaking bodywithin the Department of Health
and Human Servicds be responsible for reviewing and finally resolving claims by @xler
entities . . . and claims by manufacturerkl” § 256k{d)(3)(B)(i) (emphasis addedQuite
obvioudy, then, to finally resolve those claims, HHS will be required to in&rihe reach of
section 340B(e) SeeGonzales v. Oregorb46 U.S. 243, 268 (2006) (aftenlding that the
Attorney General lacked statutaaythority to issue an “Interpretive Rude a statement with the
force of law,” noting that “[i]f, in the course of exercising higthority, the Attorney General
uses his analysis in the Interpretive Rule only for guidance ididgavhether to prosecute or
deregister [a physician for violatiibe Controlled Substances Act], then the question remains
whether his substantive interpretation is correc&gcordingly, even though tis Court
concluded that HHS lacks the authorityptomulgatethe rule as a binding statement of Jaw
HHS is notforbiddenaltogethefrom profferingits interpretation of the statute

With that understandingy mind, the Court proceeds address the issud® parties
raise

A. Whether the Interpretive Rule is a Final Order

The Court first considers whethtiie Interpretive Rule constitutea final agency action.

Under the APA,ydicial review is available only of a “final agency actio® U.S.C. § 704.

Therefore, if the Interpretive Rule does not constitute a final ageri@yn, PhRMA lacks a

13



cause of action und¢he APA® SeeReliable Automatic (@inkler Co. v. Consumer Pro&afety
Commn, 324 F.3d 726, 731 (D.C. Cir. 2003)he APA defines an “agency action” to include
“an agency rule.” 5 U.S.C. 8§ 551(13). A “rule,” in turn, is defined asiding ‘the wlole or a
part of an agency statement of general or particular applicabilitjutund effect designed to
implement,interpret, or prescribe law or policy Id. 8 551(4) (emphasis added). Accordingly,
HHS'’s Interpretive Rule falls within the ambit of @gency action”; the questionvehether

that action is final for purposes of section 7&keSackett v. EPAL32 S. Ct. 1367, 1371 (2012)
(“There is no doubt [the compliance order] is agency action, wheeABA defines as including
even a ‘failure toact.” But is itfinal?” (citation omitted)).

In Bennett v. Spedahe Supreme Court articulated a tparttest for determining whether
anagency action is finalSee520 U.S. 154, 17478 (1997). “First, the action must mark the
‘consummation’ of the agey’s decisioamaking process-it must not be of a meretgntative
or interlocutory nature.’ld. (citation omitted). Second, “the action must be one by which rights
or obligations have been determined or from which legal consegsi@vill flow.” 1d. at178
(internal quotatin marks and citation omittedplthough“Bennetthighlights the importance of
avoiding disruption of the administrative decisionmaking proc&€3S|"Aviation Servs., Inc. v.
U.S. Dep'’t of Transp637 F.3d 408, 41(D.C. Cir. 2011),'the Supreme Court has instructed”

that courtanustnevertheles&pply the finality requirement in a ‘flexible’ and ‘pragmatic’

5> Although the D.C. Circuit has occasionally characterized the issue &sligtional,”
see Bark v. U.Szorest Sery.37 F. Supp. 3d 41, 50 (D.D.C. 2014) (citidgbell v. Norton 240
F.3d 1081, 1095 (D.C. Cir. 2001)), it is now “firmly established” that “theexe\drovisions of
the APA are not jurisdictionalYiet. Veterans of Am. v. Shinséd®9 F.3d 64, 661 (D.C. Cir.
2010). Instead, section 704 simply “limits causes of action underRBe’ ACtr. for Auto Safety
v. Nat'l Highway Traffic Safety Admjm52 F.3d 798, 806 (D.C. Cir. 2006ge alsdreliable
Automatic Sprinkler324 F.3d at 731 (notirttpat “[i]f there was no final agency actibere
there is no doubt that [the party] would lack a cause of action under the APA”)

14



way,” Ciba-Geigy Corp. v. EPAS01 F.2d 430, 435 (D.C. Cir. 1986) (quotigbott Labsv.
Gardner, 387 U.S136, 14950 (1967). In this caseHHS concedes that the Interpretive Rule
“satisfies the first part of tt@ennettest” because the rule “is the product of mature
administrative judgmerit“w as issued after extensive deliberafi@nd is “not a preliminary or
tentativeagency conclusion on the meaning of subsection 340B9f5.” Mem. Supp Summ.
J. at 11 Accordingly, for purposes of the finality analygise only remining issue before this
Courtis whether the Interpretive Rule is an agency action by which “righabligiations have
been determined or from which legal consequences will fld8ehnett 520 U.S. at 178
(internal quotation marks and citation omitted).

In support of its argumentahthe Interpretive Rule does not constitute a final agency
action, HHS relies heavily on the fabgt the rule is an interpretive oné its motion for
summary judgment, and particularly its repMHS expends considerable energy arguing that
the ruleis nota legislativerule and, for that reason algme notyet subject to review under the
APA. SeeDefs.”Mem. Supp. Summ. J. at 1Befs.” Reply at3-6, ECF No. 24. In doing so,
HHS seems to suggest thile interpretive rulds categorically shieldd from judicial review—
and that “there is no final agency actier™until HHS initiates an enforcement action against a
drug manufacturer and imposes a penalty for not complying with theastgorovision.” Defs.’
Mem. Supp. Summ. J. at 1gee alsdefs.’ Reply at5 (contending that PhnRMA’s argument
“displays a fundamental misunderstanding of the differencedagtwnterpretive and legislative

rules”).

® On the same day, HH:parately filed two memorandaitled “Memorandum in
Opposition to Plaintiff’'s Motion for Summary Judgment and Replylam&ff's Opposition to
Defendants’ Motion for Summary JudgmenSeeECF Nos. 23, 24. The Court has reviewed
both filings and they appear identical. With that understanding, the Cites only to ECF No.
24.
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If that isHHS'’s position it is contrary taD.C. Circuit and Supreme Court precedent.
Although HHS’scurrent rule is undoubtedly an interpretive rule gitiof this Court’s prior
holding, the rulés particular classificatiors beside the pointThe D.C. Circuit has instructed
thatBennett‘does not foreclose all prenforcement challengesCSI Avidion, 637 F.3d at 411.
Indeed, the Circuit has previousigted thaanargument thatfinal agency action . . . requires
the completiorof a full enforcement action” is “mistakenld. at 413. And in a recent case the
Supreme Court found that a peaforcement compliance order issued by the EPA was
immediately subject to challenge under the A&&n though the EPAad takemo stepsto
actually enforce that ordeSee Sacketl32 S. Ctat 1371;see alsdBimini Superfast Operations
LLC v. Winkowski994 F. Supp. 2d 106, 114 (D.D.C. 201dis¢ussingSackeft. Admittedly,
interpretive rules, guidance policies, and other general agency etasettmat lack the force of
law “generallydo not galify” as a final agency actionAm. Tort Reform Ass’n v. Qgqgational
Safety & Health Admin738 F.3d 387, 3(D.C. Cir. 2013). But‘an agency’s other
pronouncements>beyond legislative rules“can, as a practical matter, have a binding effect”
which contributes tafinding that the action is “final.”Appalachian Power Co. v. ER208
F.3d 1015, 1021, 1022 (D.C. Cir. 20006). Barrick Goldstrike Mines Inc. v. Brownet15 F.3d
45, 48 (D.C. Cir. 2000) (“That the issuance of a guideline or guidangeonatitute final
agency action has been settled in this circuit for many yeatadged, he D.C. Circuitand this
Courthaveidentified exceptions-and have done so specifically in cases, like the one here,
where the agency issuedde, guidance daonent, olletter setting forth its view of the law and
threatening enforcement if the regulated entity did not canfpée, e.gBarrick, 215 F.3d at
49; CSl Aviation 637 F.3d at 41,Bimini Superfast994 F. Supp. 2d at 1148;cf. Ctr. for Auto

Safetyv. Nat'| Highway TrafficSafety Admin.452 F.3d 798, 807 (D.C. Cir. 2006) (noting that
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finality can exist “when an agency merely threatens enforcemenpofiey| guideline], if the
guideline is binding on its face or in practice”).

To be sure, in someases, including those that HHS relies u@magency’s pre
enforcement activityvill be deemed nodfinal. SeeDefs.”’ Mem. Supp. Summ. J. 46-16
(citing, e.g, Reliable Automatic SprinkleB24 F.3d at 732)These conflictinglecisionanerely
confirmthatwhether an agentg/pre-enforcemengction is subject to judicial revietwaries
based on the circumstance<CSI| Aviation 637 F.3d at 414 n.2. o@trary to the agency’s
position,however interpretive rules oother pronouncemensgtting forth aragency’s reading
of a statute are not categorically insulated from review before a spegifircement proceeding
has commencedSee, e.gAppalachian Power Cp208 F.3cat 1023 (“[T]he Guidance, insofar
as relevant here, is final agency action, réifteca settled agency position which has legal
consequences both for State agencies administering their permiépsognd for companiéy
see also Sackett32 S. Ct. at 1371.

One recent D.C. Circuit casencludingthatan agency’s prenforcement redution of a
guestion of statutory interpretation constituted a final agenayraist particularly instructive
here. INCSI Aviation Services, Inc. v. United States Department of Transportéte@ircuit
considered whether@epartment of Transportation (“DOT&easeanddesist letterissual in
advance of any enforcement actigrassubject to judicial reviewSee637 F.3dat 410. The
petitioner, CSI Aviation Services, Inc., had contracted with the Generat&eAdminisration
("GSA”) to provide aircharter services for federal agenciés. Shortly before CSI prevailed in
a bid to renew its contract with the GSA, the DOT requested informadionCSI1“to determine
whetherthe company was engaging in ‘indirect aingportation’ without the certificate of

authority required by the Federal Aviation Actd. (citing 49 U.S.C. § 41101(pn) After
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considering the information CSI had presented, DOT informed CSIG&dthas been acting as
an unauthorized indirect airrceer in violation of section 41101that the company facéaivil
penaltiesof up to $27,500 per violationthat “[e]ach day such violation continues is a separate
violation,” and, finally, that the DOT would “refrain fromaking enforcement action” €SI
“cease[d] and desist[ed] from any further activity that would resuttengaging in indirect air
transportation.”ld. Although six other companies had received similar letters, onlyckse
not to comply with the letteand challenga&the agency’s interpretation of the Federal Aviation
Act. Id. At the time the case was before the D.C. Circuit, DOT had granted CSI a&empo
time-limited exemption from the certification requirement and had ngpyetued an
enforcement actionld. at 411.

The Circuit began its analysis by noting that the Supreme Coextisidn inBennett
“does not foreclose all prenforcement challengesld. Instead, and relying ogarlier Circuit
precedent, the Circudtet forth three specifi@€torsthata court sholadl consider when

determiningwhether a prenforcement action constitutes final agency actidd. at 412 (citing

" That earlier preedent,Ciba-Geigy Corp. v. EPAvas framed in terms of ripenesSee
801 F.2d at 434The D.C. Circuit has since held that the question of whether an agewctipn
is a final one requires an analysis “complementary” to a ripengagy. Seeg.g, Reckitt
Benckiser Inc. v. ERA13 F.3d 1131, 113D.C. Cir. 2010)CSI Aviation 637 F.3d at 411. For
that reason, and as the Circuit has done, the Court uses the caselaw relativésgubs to
inform its analysis.See, e.gReckitt Benckisei613 F.3d at 1137.

At the same time, and although finality and ripeness overlap @vabig, the questions
remain distinct.See, e.gBarrick, 215 F.3d at 449 (analyzing “final agency action” and
“ripeness” separately). For example, even if an agenoyraisti“final’ for purposes of the APA
.. . issues still may not be fit for review where the agencynetainsiderable discretion to
apply the new rule on a cabg-case basis, particularly where there is a complex statutory
scheme or there are other difficult legal issues that are implicatin lagency action.Sprint
Corp. v. FCC 331 F.3d 952, 956 (D.C. Cir. 2003). In this case, the government has not argued
thatthe issuesre not ripe for adjudication even if the Court concludes thantkepretive Rule
is a final one. To the extent that ripeness is a jurisdictionairesgent, howeverand the
Court therefore has a duty to considesua spontecf. Nat'l Park Hospitdity Ass’'n v. Dep't of
Interior, 538 U.S. 803, 808 (2003) (noting that “the question of ripenesbenegnsidered on a
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Ciba-Geigy Corp, 801 F.2cht 435-37). First, a court should askwether “the agency had taken
a ‘definitive’ legal position concerning igatutory authority 1d. (quotingCiba-Geigy Corp.
801 F.2d at 436). Second the court should consitiether “the case present[s] ‘a purely legal’
guestion of ‘statutory interpretatidh Id. (quotingCiba-Geigy Corp, 801 F.2d at 435). Finally,
acourt should determine whether the agency’s a¢tropose[s] an immediate and significant
practical lurden on [the regulated entity]Id. (citing Ciba-Geigy Corp, 801 F.2d at 437xee
also Bimini Superfas®94 F. Supp. 2d at 118 (invoking tG&I Avationtes).

TheD.C. Circuit concluded that all three factors were present. DOT'’s initiahivvgr
letter had “declared in no uncertain terms” that CSI was not in compliaticéhe Federal
Aviation Act, and “gave no indication that it was subject to further ggeosideratioror
possible modification.”ld. at 412 (internal quotation marks and citation omitted). The issoe al
presented a “purely legal question of statutory interpretatiotiiont the existence of any
“disputed factshatwould bear a [the] question.”Id. (internal quotation marks and citation
omitted). Finally, theCircuit held that DOT had “effectively declared the company’s operations
unlawful” which, “[a]t the very least . . . cast a cloud of uncertainty over eiality of C3’s
ongoing business.1d. DOT'’s cease and desist letter “put the company to the painful choice
betweercostly compliance and the risk prosecution at an uncertain point in the futuriel”

As the Circuit explained, that “conundrum” is “the very dilemma [the Supr@wmurt has

court’s own notion”)—the Court concludethatHHS’s Interpretive Rulés ripe for review, and
thatjudicial interventionwvould not “inagropriately interfere with further administrative action,”
Ohio Forestry Ass'n, Inc. v. Sierra Club23 U.S. 726, 733 (1998). This challenge is ripe both
because the Interpretive Rule presents a purely legal question adrstattérpretation, and
would therefore not benefit from a more concrete setting, and, as explaiogd because the
rule also poses a “hardship to the parties of withholding court @yasioh.” SeeNat’l Park
Hospitality Ass’n 538 U.S. at 80&ee alsdReckitt Benckise613 F.3d at 113Barrick, 215

F.3d at 49.
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found] sufficient to warrant judicial review.’1d. (alteration in original(quotingCiba-Geigy,
801 F.2d at 439).

In this case, the Court concludes that all tl€& Aviationfactors are met and that
HHS'’s Interpretive Rule similarly represents a definitive and pueglstl determination that puts
pharmaceutical manufactusao the painful choice of complying with HHS'’s interpretation or
risking the possibilityof an enforcement action at ancertain point in the future.

First, given HHS’s concession that the Interpretive Rule represent®hsummation of
the agency’s decisionmaking process, the Court has no trouble cogdhbaithe agency has
“taken a ‘definitive’ legal position.”ld. at412. The Intergetive Rule iselfadmits to*no
ambiguity” and provides no indication that it is “subject to furthemnag consideration.’ld.
(quotingCiba-Geigy, 801 F.2d at 43€37), see alsdA.R. 680-86. The enforcement letters sent
to manufacturers also indicate as much. Thetsers state that manufacturewho ha not
offered orphardesignated drugs at the 340B price when those drugs are not usd tortire
condition or diseas@s out of compliance with statutory requiremérard ‘{is] violating
section 340B(a)(1) ahe PHSA" First Am. Compl. Ex. Eemphasis added)TheD.C. Circuit
has found similar wording in prenforcement letters definitiveSee, e.g.CSI Aviation 637 F.3d
at 412;ReckittBenckisednc. v. EPA 613 F.3d 1131, 1B3D.C. Cir. 2010) (holdinghat EPA’s
interpretation of statute, as contained in agn®rcement letter, was sufficiently final where the
letter“unequivocally informed” the party that its productgduld be considered misbranded
under the statute (emphasis in original)).

Secondthe Interpretive Rule clearly raises a pure question of statiuterpretation.

The rule supplies HHS’s reading of the statute as applied to all manefadtuat produce drugs
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with an orphan designatidhThere is nothing to indicate that the administrative record produced
during a specific enforcemeptoceeding would chand#HS'’s legal interpretationSeeBimini
Superfast994 F. Supp. 2dt117 (holding that a Customs and Border Protedatierdetailing

the agency’s interpretation of thmmigration and Nationality Aatonstituted final agency

action where “[t]here is no indication that any such enforcement praxwedd change CBP'’s

legal position or require that an agency record be developed given thelpgedinature of

CBP’s positon”).

Third—and most vigorously contested by the partiise Court findghat the
Interpretive Rulemposes a significant burden opharmaceuticainanufactures and other
regulated entities alikeAs an initial matter, HHS claims that the@erpretive Ru¢, itself, “does
not alter the legal obligations of the program participants” and tbatté has no legal force
“independent of any binding effect that the statute itself haase.” Defs.” Mem. Supp. Summ.
J. at 1213. HHS repeatedly argues that ttatute—and rot the Interpretive Rle, itself—is
binding on the parties. But this purporgidtinctionis a hollow onavithout any meaningful
difference. By virtue of the definitive interpretation the agency has settled dar as the
agency is congeedthe Interpretive Rule and the statutory requirements are one imtlee sa

Indeed, the agency’s letters to manufacturers indicate thatddies entities are “out of

8 For this reason the Interpretive Rule and HHS's foltmwettershereare also distinct
from those in the cases HHS cites in its reply, in which courtgifaarfinal agency actionSee
Defs.”Reply at 1611. Forexample, irCenter for Auto Safetyhe D.C. Circuit noted that the
agency'’s guidelines regarding the legality of regional automadxialls was “conditional” and
that the “agency remain[ed] free to exercise discretion in assessipgspd recalls” on ease
by-case basis. 452 F.3d at 886¢ alsdReliable Automatic SprinkleB24 F.3d at 734 (finding
nonfinal action where “the agencydmaadeit clear that the interpretation of ‘consumer product’
with respect to sprinkler headsmains to be determiné{emphasis added)). By contrast here,
as inCSl Aviation HHS’s Interpretive Rule concerns only the meaning of section 340B(e)
“which is antecedent to and distinct from whether [any manufacthasryiolated the laww 637
F.3d at 412.
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compliancewith statutory requirementas deschied in HRSA's interpretive rulevhen they falil

to offer orphardesignated drugs used to treat other conditions at section 340B pfiksAm.
Compl. Ex.E (emphasis added)And on its website HRSA further notes that “[a] manufacturer
or covered entity’s failure to complyith the satutory requirementsould subject a

manufacturer or covereghtity to an enforcement action by HRSA, which could include refunds
to covered entities in the case of overcharges, as well as termination ofifacharer’s
Pharmaceutical Pricing AgreemeRRA).” SeeFirst Am. Compl. Ex. D (emphasis added)

Accordingly, HHS’s reliance othosecasesn which “an agency merely expresses its
view of what the law requires of a party” is misplac&keDefs.” Mem. Supp. Summ. J. a¥
(quotingCtr. for Auto Séety, 452 F.3d at 808kee alsad. at 13-14. Eventhose cases
acknowledge that there are “particular circumstances in which an agendaytsddigal
position itself inflicts injury or forces a party to change #bdwvior, such that taking that
position may be deemed final agency actioAT&T Co. v. EEOC270 F.3d 973, 97496 (D.C.
Cir. 2006);see alscCtr. for Auto Safety452 F.3d at 8Q8The Interpretive Rulgery clearly
requires pharmaceutical manufacturers and remventities alike tolmnge theibehavior in a
not insignificant way.

HHS’s claimthat the rule “does not independently impose any obligations on the
program participants Defs.’ Reply at 6is particularly unpersuasive light of thenewtracking
and monitoring obligationthatthe Interpretive Rule explicitlpnandats. As the Court
previously acknowledged, HHS's rule “imposes duties on the covered etttitigggntain
records of compliance.PhRMA 43 F. Supp. 3d at 33. The vacated final rule specifically
required coverg entities to “ensur|e] that any orphan drugs purchased through the 340B

Program are not transferred, prescribed, sold, or otherwise udbeé fare condition or disease
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for which the orphan drugs are designhated under section 526 of the FFDCA.F.BR2&C
10.21(c)(1). Pursuant to its Interpretive Rule, HHS hasingwsael identical duties. HHS
explained that it “will publish a listing of orphan drug designatipngyiding the name of the
drug andhe designation indication” on “the first day of the month priahtoend bthe
calendar quarter.” A.R685 The Rule further cautions that, “[i]f a covered entity lacks the
ability to track drug use bpdication, such entity would be unable to purchase drugs with
orphan designations through the 350Bgram.” Id.

Whether to comply with the Interpretive Rule presents pharmaceuticafacturers
too, with a “painful choice between costly compliance and the risk of prosecutioruatartain
point in the future’similar to the choicéaced by the petitioner i8SI Aviation 637 F.3d at 412
Thatchoice is “costly” in at leaghreeways. First, and quite obviously, under the agency’s
interpretation of the statutpharmaceutical manufacturers will be required to sell orphan drugs
at reducegbrices when covered entities use those drugs to treat ailmentshathé¢he rare
disease or condition for which they have been designdtikdse losses themselves impose a
financial cost.

There is als@vidence that implementirtge Interpretive Rule Wihave a “direct effect”
on pharmaceutical manufacturers’ “dayday business.’Reckitt Benckise613 F.3d at 118
(quotingAbbott Labs387 U.S. at 152). Various pharmaceutical company officials have
submitted sworn declarations representing, tiladetermine whether covered entities are in fact
using orphardesignated drugs to treat nmare conditionstheir companiesnust “make changes
to [their] own accounting, contracting and government price repayigsgms and require the
wholesaler§] through whom [they] sell [their] 340B drugs to make changes to thekin

system.” SeeAm. Decl. of Derek L. Asa¥§f 9 PhRMA No. 1:13cv-1501RC (D.D.C.Oct. 22,
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2013), ECF No. 15see alsdecl. of Paul Mailletf[ 89, PhRMA No. 1:13cv-1501RC

(D.D.C. Sept. 30, 2013ECFE No. 3-6; Decl. of Pfizer Inc. 1 hRMA No. 1:13cv-1501RC
(D.D.C.Oct. 1, 2013 ECF. No. 11 Those officials have further alleged that they will be forced
to increase their auditing and monitoring expenditurémpdement those changésSee, e.g.
Decl. of Paul Maillet[f 8-9. TheD.C. Circuit has found similar requirements that a regulated
entity track its lusiness activities sufficieb constituteanimmediate and significant burden

a regulated entitySee, ., Reckitt Benckise613 F.3d at 1138 (finding hardship where “sworn
declarations by company officials” showed that “the company hasftwes=a to spend hundreds
of thousands of dollars on research and development of [J[compliaaiticts” and expected

incur “an additional one million dollars to conclude developmeB&yrick Goldstrike 215 F.3d

at 48(noting that agency’s guidance extending applicabiothe Emergency Planning and
Community Rightto-Know Act to the metal mining industry had “legainsequences” because
the plaintiff was now “bound to keep track of its movements ofevaxck and report the
movements as releases of toxic substances”).

Most tellingly, howeveris the fact thaHHS contendshatfailure to comply with the
statutory equirements-as interpreted by its Interpretive Rudevill expose manufacturers to
significantpenaltiesn future enforcement proceedingSackett132 S. Ct. at 1372 (noting that
pre-enforcement compliance order exposed the petitioners “to doubleipemah future

enforcement proceeding”). Under section 340B, manufacturers must oefueictd entities if

° These declarations refute HHS'’s claim that “Plaintiff has n@reff any detail of the
‘significant changes’ they are required to make in their daily fimss practices.”Defs.’ Reply
at 6. Moreover, they refute HHS’s comparison to the Departméuthafr’'s compliace letters
in Rhea Lana, Inc. v. U.S. Dep’t of Labarhich another judge on this Court concluded did not
constitute final agency action because the letters “[did] not affirelsgtcompel Rhea Lana to do
anything.” 74 F. Supp. 3d 24245 (D.D.C. 2014)appeal docketedNo. 155014 (D.C. Cir. Jan.
21, 2015) seeDefs.’ Reply at 16-11.
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they have charged more than the ceiling price and HHS has instrucatethotarers to “notify
HRSA of [their] plan[s] to repay affected covered eesit’ First Am. Compl. EXE. In
addition, the statute provides for a civil monetary penaliypaio $5,000 “for each instance of
overcharging a covered entity that may have occurred.” 42 U.S.C. 8§ 286\ (I1). A
manufacturer’s Pharmaceutid&licing Agreemeninayalso be cancelled altogether, which
PhRMA represents, and HHS has not refuteal)ld result in altoss of Medicaid and Medicare
Part B reimbursement for all of the manufacturer’s products.’s Rleém. OppSumm. Jat 16;
see alsdef.’s Mem. Summ. J. at 4 (“The manufacturers must enter into suebragnts as a
condition of receiving reimbursement from MedicaidA¥tra 131 S. Ct. at 131
(“Manufactures’ eligibility to participate in state Medicaid programs is condéaion their
entry into PPAs for covered drugs purchased by 340B erilities.

These penalties impose a particularly acute burdléms casdecause, at present,
manufactures have no meangful recourse to dispetHHS’s readingf section 340B(edr to
avoid the continued accumulation of potential liabilityHS is now five years overdue in
complying with Congress’s mandate that it set up an adminigrdispute resolution process
within 180 days of the ACA’s passagelHS hasmaintainednly that“[fluture rulemaking will
address the dispute resolution process. 340B Drug Pricing Omnibus Guidaned, Bedrat
52,301. And dthough that process, as envisioned by Congress, veqda to allow a
manufacturer to initiate proceedingse42 U.S.C. § 25600l)(3)(A) (instructing HHS to develop

a process to resolve “claims by manufacturergijil that system is implemented manufacturers
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are left without any remedy‘[E]ach day they waibr the agency to drop the hammirey
accrue” significant penaltiesSackett 132 S. Ct. at 1379

In an effort to brush asidéese very real consequences, HHS claims that they represent
merelypractical, notlegal, effects and obligations. But the concept of “[flinality resgltirom
the practical effect of an ostensibly ARbimding agency proclamation is a concept” the D.C.
Circuit “ha[s] recognized.”Nat’l Ass’n of Home Builders v. NortpAl5 F.3d 9, 15 (D.CCir.
2005). Indeed,CSI Aviationspoke only of whether tH2OT'’s action there “imposed an
immediate and significamtractical burderi on the regulated entity. 637 F.3d at 4&Bhphasis
added). Therefore regardless of classificatipthe burdens posdry HHS's Interpretive Rule
here are sufficiently significant to rise to the level of a finalrmy actiont!

Ultimately, the Court find that this case is line with CSI Aviationand far afield from
thosecasesn whichan agency’s guidance was “conditad,” had not “commanded, required,

ordered, or dictated” any specific acti@n,merely presentedntities withthe option of

10To state a claimhie APA also requires that the party seeking review have “no other
adequate remedy in a court.” 5 U.S.C. § A& also Sackett32 S. Ct. at 1372. HHS has not
argued that PhRMA's claim is neactionable on this ground; in fact, neither party addresses the
point. In any event, because there is currently no other mechaiadlowing an enforcement
proceeding or otherwisefor PhRMA to seek review of the Interpretive Rule, the Court
concludes that PhRMA and the pharmaceutical manufacturers it repiaskrda adequate
alternative remedyCf. Sackett132S. Ct. at 13Z; accord Bimini Superfas®94 F. Supp. 2d at
117 n.4.

11 At least one D.C. Circuit case seems to reject unequivoaalipconsistent with
Bennettthe argument that practical consequences suffice to present a final aggon. See
Ctr. for Auto Safety452 F.3d at 811. As an initial matter, the Court has stoubt that the
civil monetary penalties and the threat of the pricing agreement adiondghat manufacturers
face here could be properly classified as “practical” and not “legal” bsrdBut, regardless,
more recent D.C. Circuit caselaw speaks of practical burdens, aloneovdiras an astute
decision by another member of this Court recently pointedBautnetin fact speaks in the
alternative and states that final agency actions are those from twigbts or obligations have
been determinedr from which ‘legal consequences flow.Bimini Superfast994 F. Supp. 2d
at 114 n.3emphass in original)(quotingBennett 520 U.S. at 17/78). Therefore, this Court
does not view the consideration of practical burdens as conflicting3eithetts holding.
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voluntary compliance SeeCtr. for Auto Safety452 F.3d at 809. Thus, HHS’s attempt to
distinguishCSI Aviationby arguing thaits action “lacks the legal consequences that the order in
CSI Aviation Servicesad,” is unpersuasive. Defs.’ Reply at 78. “[A]n agency may not

avoid judicial review merely by choosing the form of a letter a purportedly noiinding
Interpretive Rule “to express its definitive position on a general question of stgtutor
interpretation.” CSI Aviation 637 F.3d at 412 (quotim@iba-Geigy, 801 F.2d at 438 n.9).
Instead, aonstellation of factors counsels in favoffiatling a final agency aanhere HHS'’s
Interpretive Rule presents a pure question of statutory interprettie Interpretive Rule
requires both covered entities and pharmaceutical manufacalikerso make significant
changes to their business practices; despite HHS’s uttgamgnanufacturers’ wait until a formal
enforcement proceeding initiatedto challenge the Interpretive Rule, there currently exists no
formal dispute resolution mechanism and the timing of future ridmmaemains undetermined;
and HHS has informed mafacturers that it considers those who do not adopt its Interpretive
Rule out of compliance with the statgtaccruing potential penalties until such time as HHS
chooses to take action. “Having thus flexed its regulatory mug¢HS] cannot now evade
judicial review.” CSI Aviation 637 F.3d at 413. Accordingly, the Court concludes that the

Interpretive Rule constitutes final agency action within the aailsitU.S.C. § 704.

12HHS also argues th&iba-Geigyis distinguishable because it involved a process
based injury (the EPA there had contended that it could cancel the petitipesticide
registration without notice and a hearisge801 F.2d at 433) and thatlike the petitioner
there, pharmaceutical manufacturers here can make their case in a future emfbrcem
proceeding.SeeDefs.’ Reply at 8. As just explained, however, the possibility of aoreament
proceeding is currently a hollow one. And, in &wgnt, inCSI Aviationthe Circuit did not find
the substantive, neprocedurabasedyround for reviewaised therany lesdinal at a pre
enforcement stageSee637 F.3d at 412.
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B. The Validity of HHS’s Interpretive Rule

The Court thus proceeds to determine whether HHS’s InterpretivasRalditrary,
capricious, an abuse of discretion, or otherwise not in accordanclwithSee5 U.S.C. §
706(2)(A). Resolution of this question turns on the interpretation of se8d0B(e). The
interpretation of an administrae agency’s guiding statutgpically “follows a twostep
process.”PhRMA 43 F. Supp. 3d at 35First, always, is the questiomhether Congress has
directly spoken to the precise question at issue. If the intent of€mig clear, #tis the end
of the matter; for the court, as well as the agency, must give effda tmambiguously
expressed intent of CongresChevron, U.S.A., Inc. v. Natural Res. Def. Council, k67 U.S.
837, 84243 (1984). However, if “Congress has not directly addressed the precise question at
issue, the court does not simply impose its own constructiore gtatute, as would be necessary
in the absence of an administrative interpretatidd.”at 843 (footnote omitted In this latter
situation, a court instead proceeds to step two oCtie/ronframework: “[I]f the statute is
silent or ambiguous with respect to the specific issue, the qudstithe court is whether the
agencys answer is based on a permissiblestauction of the statute.ld. “[A] court may not
substitute its own construction of a statutory provision for aoredse interpretation by the
administrator of an agencyfd. at 844.

Yet, deference in the face of a silent or ambiguous statuterChevron®is warranted
only‘when it appears that Congress delegated authority to the agencyllgdnerake rules
carrying the force of law, and that the agency interpretation claineifegehce was promulgated
in the exercise of that authority.’Gonales 546 U.Sat 255-56 (emphasis in originaljquoting
Mead Corp, 533 U.Sat226-27. As this Court previously held, HHS was not delegated

authority to make binding rules that carry the force of law related tms&20B(e). See
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PhRMA 43 F. Supp. 3d &5. Thus if the Court does find an ambiguity, HHS’s interpretation
“does not receiv€hevrondeference,” but instead “receives deference only in accordance with
Skidmoré and the Courtvill “follow [the] agency’s rule only to the extent it is persuasive.”
Gonzales546 U.S. at 268, 269n either event, however, “it is elementary that ‘no deference is
due to agency interpretations at odds with the plain language of thie stsetlf.” Smith v. City
of Jackson, Miss544 U.S. 228, 266 (2005) (quotiRgib. Emps. Ret. Sys. of Ohio v. Bet@2
U.S. 158, 171 (198%) As explained below, the Court concludes that HHS's interpyathére
is contrary to the plain language of section 340B{e).

The Court garts, as it must, with the text of section 340B(e) which provides:

(e) Exclusion of orphan drugs for certain covered entities

For covered entities described in subpeaipg (M) (other than a
children’s hospital described in subparagraph (M)), (N), ordfO)
subsection (a)(4), the term “covered outpatient dalgll not

include a drug designated by the Secretary under section 360bb of
Title 21 for a rare disease or condition.

42 U.S.C. 8 256b(e) (emphasis addey.its plain terms, the orphan drug exatusapplies to a
drugthat is“designated . . for a rare disease or condition.” The section sefely to the
designatiorof that drug, and makes no mentmihwhether the salesignated drug is in faosed
by the covered entity to tredtdrare disease or conditidar which it was designhatedT his
choice of language is informative; as HHS, itself notes, and asréE@Aations make clear, a

drug can belesignatedis an orphan drug even if that drug has-usmshas previously been

13 HHS argues that if the Interpretive Rule “has enough legal effectftodbagency
action, then it has enough effect to be entitle@hevrondeference as well.” Defs.” Mem. Supp.
Summ. J. at 18 n.1. Not so. As explained above, eveteg@iative rules like interpretive
rules or guidance policies may be classified isad agency action in circumstances like these.
But that conclusion does not alter Congress’s delegation of @ythbr any event, even were
Chevrondeference appropriate here, because the Court’s conclusion rests omtlenglaage
of section 340B(e), HHS'’s interpretation would neverthelagafChevronstep one.Smith
544 U.S. at 266.
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approvedand marketed-to treat conditions that are not rare on8geExclusion of Orphan
Drugs,78 Fed Reg. at 4,017 (‘FDA will designate a drug for a rare disease or condition as an
orphan drug in situations where the drug is also approved for a diffeseaelor condition that
does not qualify for such a designatipn21 C.F.R. 8§ 316.23(b) (“A sponsor may request
orphandrug designation of an already approved drug for an unapproved use withodttoegar
whether the prior marketing approval was for a thsease or condition”).

To support its reading of the exclusion as tied to the duggsHHS places controlling
weight on the phrase “for a rare disease or condition.” According to thetphrase
“effectively limits the scope of the exclusion,” because it modtfesword “drug” and therefore
already “convey[s]a] meaning” cabined to a drug’s particular “uses or indicatioigeT’s.’

Reply at 1213;see alsdefs.” Mem. Supp. Summ. J. at-220.

While HHS'’s reading might appear plausible at first gigrand when confined solely to
section 340B(e)‘[w] hen interpreting a statute, we examine related provisions in otheropar
the U.S. Code."Boumediene v. Busb53 U.S. 723, 776 (2008When one reads the statute in
the context of its related prowss it becomes clear that HHS’s interpretation runs counter to
the way Congress has used the phrase “a drug designated . . . forisesse dr conditidnor
similar wordingthroughout the U.S. Codén each case, although Congress retiers drug for
a rare disease or condition” or a degy“designated,” Congresasaddedadditional language
to specify that the provisios applicabilityis limited to occasions when that designatad is
actuallyused to treat #nraredisease or condition.

A typicalexampleis 42 U.S.C. § 1398)(6)(A)(i). That statutepart of the Medicaid
program,provides forprospectivepassthroughpayments of certain drugs and medical devices.

The statute limitshe payments for ‘§Jurrentorphan drugs,” however, to “[a] drug or biological
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that is used for a rare disease or conditiwith respect to which the drug or biologitels been
designated as an orphan drugder section 360bb of Title 21 . ...” 42 U.S.C. §
1395(t)(6)(A)(i). Like section 340B(e), this section specifies that it applies onlydtoagthat
has been designated under 21 U.S.C. § 36Qampare id(applying to ddrug or biological

. .. designated as an orphan drug under section 360bb of Titlenztti2 U.S.C. § 256b(e)
(applying to“a drug designated by the Secretary under section 360bb of Title 21 for a rare
disease or condition”). Unlike section 340B(e), however, the sdctither specifieghat the
benefit is only available for those drugs whesédfor a rare disease or conditiolor which it
has been designated. 42 U.S.C. 8§ 1B%6)(A)(i) (emphasis added)

It is a “cardinal principle of statutory construction that we muws gffect, if possible, to
every clause and word of a statut&Villiams v.Taylor, 529 U.S. 362, 404 (2000) (internal
guotation marks and citation omitted). In secti®93, the negative implication from
Congress’s use of further qualifying language is that Congress’s tlse mfirase “designated
an orphan drug under section 360if Title 21,” alone, would have not have cabined the
provision’s scope tonlythosepassthrough payments for drugs whasel totreat the rare
disease or condition but would have applied, more generally, totak dflesignateddrphan
drug’s uses-rare or otherwise. Otherwise, the additional langyam@eiding that the provision
applies to a drug “thas used for a rare disease or condition” for which it has been designat
unnecessary surplusage.

Other examples abound. Consi@érU.S.C. 8§ 379a)(1)(F), which exempts a “human
drug application for a prescription drug product that has been desigisadedrug for a rare
disease or conditidnfrom the fees typically assessed for such applications. (Emphasis added)

According to the subsection, the exception appligde'sshe human drug applicationcludes
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an indication for other than a rare disease or conditid2l U.S.C. § 379h(a)(1)(F) (emphasis
added). This subsection includes both the language “designated as a drugferdiseaser
condition” and the further qualification that the application mudiapesolely to indications for

that rare disease or conditioAgain, ifa prescription drug produtdesignated as a drug for a

rare disease or conditioivlyy definition only described that drug product when used to treat those
rare diseases or conditior3pngress would not have needed to specifyttf@provisiordoes

not apply wherthat drug product’slternative indications are included.

Similar in scope is 26 U.S.C. § 45¢&ntitled “Clinical testing expense for certain drugs
for rare disease or conditiors’which provides a tax credit for the clinical testing expenses
incurred during the orphan drug’s development. The statute specifi¢selmmedit applies to
clinical testing “for a drug being tested for a rare disease or coridammhmust occur “after the
date such drug is designated under section 526 of [the Federal Foodamtpsmetic Act].”
26 U.S.C. 88 45C(b)(2)(A)(), (i)). But the statute goes on to specify tblatical testing
should be takemto account 6nly to the extent such testing is relatedhi® use of a drug for the
rare disease or condition for which it was designatader section 526 of the Federal Food,

Drug, and Cosmetic Act.1d. § 45C(b)(2)(B) (emphasis addetf)

14 Another section of the ACA, in which section 340B(ejwaacted, is also
informative. Although the Supreme Court has cautioned that the AC#s dat reflect the type
of care and deliberation that one might expect of such significanialégs” King v. Burwell
135 S. Ct. 2480, 2492 (2015), it is nevelels telling that Congresisd add useor indication
limiting languageelsewhere in the ACAvhen referring to certain benefits that apply to orphan
designated drugs. Section 9008(b), which applreexcise taxo branded prescription drugs,
exemptorphan drugs until “the date on which such drug or biological product is approved . . .
for marketing forany indication other than the treatment of the rare disease or coneltthn
respect to which [the section 45C tax credit] was allow&kePatient Prtection and
Affordable Care Act, Pub. L. No. 11148, § 9008(¢e)(3), 124 Stat. 119, §&ar. 23, 2010)
(emphasis added)Generally, Congressatts intentionally when it uses particular language in
one section of a statute but omits it in anothée€p’t of Homeland Sec. v. MacLealB35 S. Ct.
913, 949 (2015)(citing Russello v. United State$64 U.S. 16, 23 (1983)).
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To be sure, each of these statutes varies slightly in its exact wording rster to drugs
“designated . . . for a rare disease or condition” while otiedes to drugs “designated as an
orphan drug.”Yet, together, these provisions indicate that Congress knows how emadd
additionaluse or indicationbased limiationwhen referring to a drug that has received an
orphan designationCf. Dep’t of Homehnd Sec. v. MacLead35 S. Ct. 913, 921 (2015)
(referencing other federal statutes demonstrating that Congress Howeto distinguish
between regulations that had the force and effect of law and those that"jfidDole Food Co.
v. Patrickson538 U.S. 468, 476 (2008)nding it instructive that the statute at issue referred
only to “ownership” while “[v]arious federal statutes refer toeédirand indirect ownership™ as
demonstrating that “[w]here Congress intends to refer to owipersbther than the formal
sense, it knows how to do so”).a&hprovisioncontains useor indicationlimiting language,
suggesting thatongress musipically intendfor the termf'designated . . for a rare disease or
conditiorf to have a more general meaningenusedalone. That Congress by contrast used
only thegeneraphrase “designated . . . to treat a rare condition or disease” innsg408(e),
implies that it must have meant to refer to that desigranagin al of its uses and indications.

HHS has nopointedthe Courtto a singleprovision in the U.SCode that appears to use
the languagédesignated . .for a rare disease or condition,” aloimetheuselimiting way that
it arguessection 340B(e) shoulde read.And HHS’s response th#te comparsonprovisions
just discussetiare too remote in time and location to cast any illuminating lighthe
congressional intent behind the language chosen for” section @4€iB(ply does not withstand
scrutiny. Defs.” Reply at 17.These related provisions are some oftlkey saméenefit
providing provisions with which HHS claims its own interpretation is nb¢a accord.SeeA.R.

682-83 (citing 21 U.S.C. § 379h(a)(1)(F); 26 U.S.C. 8§ 4B@jJs.” Mem. Sup. Summ. J. at-20
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21. But far from evidencing consistency, the differing language of thoseedefaovisions
demonstratethat Congress must have had a different intent in mind Wwikaftedsection
340B(e)!® These provisions, moreey, refue HHS's contention that whédrugs areused for
common diseases, they are not formally categorized or considerbdnalgsignated drugs’ and
it would be a mistake to classifyaim as such.'Defs.’ Reply at 12 Congress’s addition of
qgualifying language indicates that it believeerenceao a drug’s orphan designation, alone,
would refer to the drug, generally, irrespective ofgpecific use'®

HHS is correct to note that the general statutory “incentive[scaged with the orphan
designated drug applies only to the orphan indicaod not to notorphan indications.Defs.’
Mem. Support. Summ. J. at 20. But, the language of section 340B(e) dasdicaie whether
the newly added entities’ inability to access orptanignated drugs at 340B Program prices
was intended to serve an additional bengimeant to flow to thenanufacturersf those drugs
or simplyasa compromisedimitation on the reach of the népnexpandegrogram. Indeed, the
Courttakesnotes that the orphatrug exclusion pertainanly to the newlyaddedentties.
Section 340B(e) continués allow preexisting entities—or those enumerated in subsections (A)

through (L) plus children’s hospitalsto access orphadesignatedirugsat section 340B prices

15 PhRMA also points to section 340B(e)’s headilghile “section headings are tools
available for the resolution of a doubt about the megaof the statute,Fla. Dep’t of Revenue v.
Piccadilly Cafeterias, In¢554 U.S. 33, 47 (2008interral quotation marks and citation
omitted) the Court does not fingection 340B(e)’s heading particularly informative here. The
section’sheading refergenerallyto “orphan drugs.” @ntrary to PhRMA'’s argumenbhowever,
other subsections in the U.S. Code similarly refer generally to ahdorgrug” without
specifying usage, even when the actual text of that provision exlidisdased limitation.See
21 U.S.C. § 379h(a)(1)(F) (“"Exception for designated orphan drug cabimh”).

18 The Court does agree with HHS that the statute’s cross reference to se@tibn 36
(regarding the designation process) rather than section 360cc (reghedingrking pocess) is
not conclusive. As HHS points out, “use” is not synonymous withKetarg” and drugs may
be lawfully prescribed to treat conditions for which they haueoren approved for marketing.
Defs.” Reply. at 1314.
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even when usdd treat a rare disease or condition. That resah odd one if Congress
intended for the orphan drug exclusion to operate as an addinaeative for drug
manufacturers to develop orphan drugs, and theretorificts to some extentith HHS’s
chaacterization of section 340B(e) iméended in some way to preserve @mwphan Drug Act’s
incentives

Neither party has identified ampntemporaneouegislative history that bears on the
purpose behind, aationale for, section 340B(&}. After undert&ing its own review, he Court
hasfound nongeither HHS cites only to thgeneralstated purpose for the 340Bogram “to
stretch scarce Federal resources as far as possible, reaching more eligibls gadl providing
more comprehensive servicesseeH.R. Rep.No. 102-384, pt. 2, at 12 (1992)But that
legislative history is drawn from the program’s initial passadge992 That far earlier
proclamation sheds little light on the specific reasoning of @&msmn 2010whenit passed
section 340Bf). The Court fails to see how it persuasively supports HHS’s ¢mmtématin
2010Congresspecificallyintendedfor “section 340B(e) to balance the interests of orphan drug
development and the expansion of the 340B Progoanew entities.” A.R. 684Moreover,
while it is beyond disputéhat the 340B fgram is intended to ensure access to drugs at a

reduced cost for certain entities and in certain circumstances, the ackrewéeddhat the

17 Both of the amicus briefs filed in this case point to a-pasictment letter from
Congressman Henry Waxman and Congressman Tom Harkin which statetR8a’'s
interpretation of [section 340B(e)] is consistent with legretatntent.” SeeA.R. 335-36;see
alsoBrief of the American Hospital Association as Amicus Curiae aECF, No. 19; Amicus
Curiae Brief of the Safety Net Hospitals for Pharmaceutical Aceéss,at 1718, ECF No. 20
Neither brief identifies any contemporaneous statements rodlat teffect while Congress was
considering the ACA, however, and such “pesactment legislative history” is “inherently
entitled to little weight.” Cobell v. Norton428 F.3d 1070, 1075 (D.C. Cir. 2005). Because that
letter was written well after the ACA was enagtdek letter is unhelpfuiere ast “by definition
could have had no fefct on the congressional véteBruesewitz v. Wyeth LL.G62 U.S. 223,
242 (2011)internal quotation marks and citation omitted).
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program was meant to “stretch scar~ederal resources” atgeneral level is of little use in
assessing the parties’ competing interpretations of the exact balampe€Xultimately settled
uponwhen extending th840B Rogram to new entitie¥ It is worth noting that,
notwithstanding section 340B(e)’s orphanug exclusionby making the newly covered entities
eligible to purchase all nemrphan designated drugs at a lower cGsingress has still placed
thoseentities in a better positidhan they werén prior tothe addition of section 340B(e)

The Gurtreadilyacknowledges that th@ain meaning of the broad, unqualified
language that Congress chose to empiaection 340B(els somewhat curious, amdight be
moredifficult to reconcilewith the generallstatel goal of the 340B gram®® The Court
appreciates the views of amici explaining how many orpthesignated drugs have common
nonorphan uses and explaining why construing section 340B(e) to apply to @horph
designated drugs, whatever their uses in a particular case, would m8k@BhBogram less

attractive for many newlgovered entities The Courfurtherconcedes that, “[c]ertainly, there

18 For their part, PhRMA points to @gress’s decision not to amend the language
“designated . . . foa rare disease or condition” in section 340B(e) when it amended thahsect
to remove children’s hospitals from the list of excluded estitPl.’s Mem. Opp. Summ. J. at
28;see alsaote2, supra The Court does not find Congress’s failure to act conclusive iereith
direction. Congress’s refusal to act may indicate that members gfé&asmdefinitively read the
statute as the Court does and simply intended to “le[ave] the matterituvass” Kucana v.
Holder, 558 U.S. 223, 250 (2010). But it may also infer that members of Congpessry to
what the text seems to indicate butine with HHS’s reading, believed “that the existing
legislation already incorporated the offered deihPension Benefit Guar. Corp. v. LTV Carp.
496 U.S. 633, 650 (1990). Given these differing interpretations of Catgyneaction, the Court
gleans little from Congress’s failure to amend the statute.

19 At the same time-and cautioning, again, that the parties have not identified and the
Court has not found any contemporaneous legislative historyldiogcpoint—it is worth
pointing out that the 2010 ACA amendment was the first addition ospewificdly-
enumerated covered entities sitise 340B Program’s inception in 1992. Congress may have
chosen to exclude all orphaesignated drugs from the progréonthose new entitiesm an
effort to balance the program’s significant extension to new coestittes with the impact that
extension would have on the prices that pharmaceutical manufactunddstbarge to a large
number of newleligible entities.
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may be compelling policy reasqhsiall v. United Statesl32 S. Ct. 1882, 1893 (201®)r
excluding orphaitesignated drugs from the section 340B pricing program only when they are
used to treat those diseasgarticularly in light of Congress’dear effort to expand the 340B
Program “But if Congress intended that result, it did not so provide in the statigte
Congress’s chosen statutdayguage evidences that it struck a different balancet andimply
“not for [this Court] to rewrite the statuteld. Congressemainsfree to amendection 340B(e)
if it determines that, in practice, the scheme it has set up swartkableoneor does not
provide the hopedbr benefits to the extent envisioned. But until Congress dodhisacburt is
bound by the language that Congress has so far proviflddriited States v. Singletph82 F.3d
7,15 (D.C. Cir. 199); see als@lerman v. Carlike, McNellie, Rini, Kramer & Ulrich LPA559
U.S. 573, 604 (2010) (noting that “[t]o the extent Congress is persuaddtdlpolicy concerns
identified by the dissent require a recalibration of the [statutohdrse, it is, of course, free to

amend thestatute accordingly”).

20 HHS also argues that adopting PhRMA'’s reading of the statute woulde'@eaterse
incentives”and would encourage pharmaceutical manufacturers to seek to desigimdiesh
selling drugs as orphan drugBefs.’ Reply at 1819 TheCourt finds this fear unfounded
FDA regulations akadyspecifythat the agency will “refuse to grant a request for orfhvag
designation” if “[t]here ignsufficient informatiorabout the drug, or the disease or condition for
which it is intendedto establish a medically plausible basis for expecting the drug adfbctive
in the prevention, diagnosis, or treatment of that disease or conditRinC.F.R. 8§ 316.25(a)(2)
(emphasis addedNor does the administrativecordappeato supportsome of the negative
consequences that HHS portends PhRMA points ot an informal survey undertaken by
several advocacy organizations representing hospitals that paeticighe 340B P gram
showed that only 17.2% of entities responding to the survey wemget{gbat” or “very” lkely to
withdraw from the 340B ®gram ifthey were unable to access orpla@signated drugs when
used to treat nerare conditions, while 72.9% were “unlikely” to withdraw. A.R. 727.
Similarly, only 7.1% of entities that responded to the surteggd that they wouldot have
registered for tb program if they had known they were unable to access those drugscatiredu
prices; 92.9% responded that they would have registered for tpapramonethelesdd.
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Because the term “a drug designated . . . for a rare disease or condigention
340B(e),as construed with reference to related statutory provisior@anbiguouslyndicates
thatCongress intendetd excludeall drugs carryingan orphardesignatiorfrom 340B Pogram
eligibility for the newlyadded entitigsthe Court concludes that HHS's Interpretive Rule is
contrary to the plain language of the statudecordingly, the Court grants plaintiff's motion for
summary judgment avacates the Interpretive Rule as “arbitrary, capricious, an abuse of

discretion, or otherwise not in accordance with law.” 5 U.S.C. § 7@9(2)

V. CONCLUSION
For the foregoing reasorthie defendantsmotion for summary judgmeECF No. 14)
is DENIED, andthe plaintiff’s motion for summary judgmeECF No. 21)s GRANTED. An

order consistent with this Memorandum Opinion is seplgratel contemporaneously issued.

Dated: October 14, 2015 RUDOLPH CONTRERAS
United States District Judge
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