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IN THE UNITED STATES DISTRICT COURT
FOR THE DISTRICT OF DELAWARE
ASTRAZENECA PHARMACEUTICALS LP,
Plaintiff,

V. CIV. NO.

ALEX M. AZAR 11, in his official capacity as | ADMINISTRATIVE PROCEDURE ACT
Secretary of the U.S. Department of Health | REVIEW OF AGENCY DECISION
and Human Services;

ROBERT P. CHARROW, in his official
capacity as General Counsel of the U.S.
Department of Health and Human Services;

THOMAS J. ENGELS, in his official capacity
as Administrator of the Health Resources and
Services Administration;

U.S. DEPARTMENT OF HEALTH AND
HUMAN SERVICES;and

HEALTH RESOURCES AND SERVICES
ADMINISTRATION,

Defendants

COMPLAINT

COMES NOW Plaintiff AstraZeneca Pharmaceuticalsabd alleges as follows:
INTRODUCTION
1. The 340B Drug Pricing Program, 42 U.S.C. § 256lz{({8e 340B), caps the prices
that drug manufacturers can charge for out-patredtications sold to certain healthcare facilities,
called “covered entities,” that cater to undersdipepulations. Because Section 340B is targeted
at assisting these vulnerable populations—not piogi windfalls to for-profit corporations—

Congress carefully circumscribed the types of “cedeentities” that may participate in the
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program, specifically identifying by statute fifteecligible categories. Off-site, for-profit
pharmacy chains (like CVS or Walgreens) conspiclyousrenotincluded on the list of covered
entities.

2. In 2010, however, the Health Resources and Serddesnistration (HRSA), the
agency within the U.S. Department of Health and Hni8ervices (HHS) that administers Section
340B, issued nonbinding “interpretive” guidance gegging a transformation of the scheme that
Congress created. The guidance stated that cowariies could partner with an unlimited
number of off-site, for-profit contract pharmaci#sat would obtain discounted prescription
medicines for dispensing to eligible patients. Qe ensuing decade, use of contract pharmacies
has exploded to more than 100,000 documented amagrgts. That sharp increase in the role of
for-profit pharmacies in the 340B program has tethe very abuses and diversion that Congress
feared: 340B discounts are now rarely passed opat@nts, going instead to intermediaries
(including contract pharmacies themselves).

3. In response to these systemic abuses, some drugifacturers, including
AstraZeneca Pharmaceuticals LP, have limited thmbau of contract pharmacy arrangements
they will recognize. Consistent with its statutobyligations, AstraZeneca has continued to offer
340B drugs to each covered entity on non-discritonyaterms at the 340B price; AstraZeneca
has also gone beyond the requirements of the sthjupermitting covered entities that lack on-
site pharmacies to use an off-site contract phayragangement. But AstraZeneca has announced
that, effective October 1, 2020, it no longer retags arunlimitednumber of contract pharmacy
arrangements, instead recognizing one such arrargguer covered entity that does not maintain
its own on-site pharmacy. AstraZeneca’s policyntended to bring balance back to the 340B

program, by limiting the potential for abuse wralso ensuring that all patients served by covered
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entities have access to 340B drugs at 340B pridesl in the short time since it went into effect,
more than 1,700 covered entities that lack an tn{sharmacy have registered a contract
pharmacy, through which AstraZeneca has offere®3#iring on 340B drugs.

4. AstraZeneca was open and transparent with HRSA tait®policy from the
beginning. Yet, despite repeated requests, HRSA itpaored AstraZeneca’s requests for a
meeting to discuss the new policy. And when Astraata asked HRSA to post a Notice to
Covered Entities on HRSA'’s 340B website—a step HR@A taken numerous times in the past
to facilitate the functioning of the 340B prograntcluding 49 manufacturer notice letters in 2020
alone—HRSA refused. Instead, HRSA responded wilkttar stating that it was considering
whether AstraZeneca was in violation of SectionB4Md threatening AstraZeneca with civil
monetary penalties.

5. Now, several months later, HHS has finally and wmeagally (but without
statutory authority) taken a firm stance on theti@mt pharmacy question: HHS General Counsel
Robert P. Charrow issued an Advisory Opinion déatathat the agency has “conclude[d] that
covered entities under the 340B Program are ethtiigpurchase covered outpatient drugs at no
more than the 340B ceiling price—and manufactuegesrequired to offer covered outpatient
drugs at no more than the 340B ceiling price—evethose covered entities use contract
pharmacies to aid in distributing those drugs &rtpatients.” HHS Office of the General Counsel,
Advisory Opinion 20-06 on Contract Pharmacies untier 340B Programat 8 (Dec. 30, 2020)
(Advisory Opinion), https://bit.ly/357ngfk.

6. That conclusion is patently wrong. Section 340furees manufacturers to “offer”
340B drugs at 340B prices to covered entities, wiscexactly what AstraZeneca’s policy does.

The statute, on its face, does not require manufes to recognizanycontract pharmacies, much
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less unlimited contract pharmacieA.fortiori, AstraZeneca’s policy of recognizing one contract
pharmacy per covered entity that does not havenasite pharmacy fully complies with the law—
indeed, it goes beyond AstraZeneca’s obligatiomeusection 340B.

7. The agency’s contrary reading of Section 340Brisconcilable with the statute’s
plain text, history, and purpose. It was alsoasswithout any authority: Section 340B does not
authorize Defendants to “engag[e] in prophylactom+adjudicatory rulemaking regarding the
340B program.”Pharmaceutical Research & Manufacturers of Am. MS#43 F. Supp. 3d 28,
42-43 (D.D.C. 2014)@rphan Drug ).

8. Beyond that, the Advisory Opinion has caused, andantinuing to cause,
substantial harm to AstraZeneca (as well as thereaventities who buy its products). Under the
Advisory Opinion, unless drug manufacturers liké¢rAZeneca offer 340B discounts to all contract
pharmacies, they risk potential civil monetary pees of up to $5,00@er occurrenceface the
potential revocation of their ability to particigaih Medicare and Medicaid; and risk penalties
under the False Claims Act. Every day that the isaly Opinion remains on the books,
AstraZeneca is exposed to a threat of greater seatay potential liability.

9. AstraZeneca therefore brings this action seekingo@ler for preliminary and
permanent injunctive relief: (1) declaring that #havisory Opinion violates the Administrative
Procedure Act because it was issued without folhgwiroper procedure, is in excess of statutory
authority, and is otherwise not in accordance vathy (2) setting aside and vacating the Advisory
Opinion; (3) declaring that AstraZeneca is not regfi to offer 340B discounts to contract
pharmacies; (4) preliminarily and permanently amjuy enforcement of the Advisory Opinion
and all actions by Defendants inconsistent with tleeclaratory relief; and (5) ordering HRSA to

post AstraZeneca’s notice.
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JURISDICTION AND VENUE

10.  This Court has jurisdiction pursuant to 28 U.S.@381 (action arising under the
laws of the United States), 28 U.S.C. § 1346 (Uh8¢eates as a defendant), and 5 U.S.C. 8§ 701-
06 (Administrative Procedure Act). An actual contrsy exists between the parties within the
meaning of 28 U.S.C. § 2201(a), and this Court grayt declaratory relief, injunctive relief, and
other relief pursuant to 28 U.S.C. 88 2201-02 atiS.C. 88 705-06.

11. Defendants’ issuance @éfdvisory Opinion 20-06 on Contract Pharmacies Under
the 340b Progranon December 30, 2020, constitutes a final agemtiypra and is therefore
judicially reviewable under the APA. 5 U.S.C. 847 706.

12. Defendants’ refusal to post AstraZeneca’s NoticEdwered Entities on HRSA's
website constitutes final agency action and isdfoge judicially reviewable under the APA. 5
U.S.C. 88551(13), 704, 706. It also constitutegehcy action unlawfully withheld or
unreasonably delayed.” 5 U.S.C. 8 706(1).

13.  Venue is proper in this Court under 28 U.S.C. 8118¥1)(C) because this action
seeks relief against federal agencies and offieietifig in their official capacities, Plaintiff ides
in this district, and no real property is involvedhe action.

PARTIES TO THE ACTION

14.  Plaintiff AstraZeneca Pharmaceuticals LP (Astragape-a limited partnership
organized under the laws of the State of Delawaith ws principal place of business in
Wilmington, Delaware—is a biopharmaceutical compfoysing on the discovery, development,
manufacturing, and commercialization of medicineAstraZeneca participates in the 340B

program.
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15. Defendant Alex M. Azar Il is the Secretary of thaildd States Department of
Health and Human Services (HHS). His official adris in Washington, D.C. He has ultimate
responsibility for oversight of the activities t¢iet Health Resources and Services Administration
(HRSA), including with regard to the administratiaf the 340B Program and the actions
complained of herein. He is sued in his officiapacity.

16. Defendant Robert P. Charrow is the General CowfddHS. His official address
is in Washington, D.C. He issued the Advisory Qginthat sets forth HHS’s legal opinion on
contract pharmacies under the 340B program, wikielfinal agency action complained of herein.
He is sued in his official capacity.

17. Defendant Thomas J. Engels is the Administrat¢iREA. His official address is
in Rockville, Maryland. Administrator Engels igeittly responsible for the administration of the
340B program and the actions complained of herekalministrator Engels, among his other
duties, has ultimate responsibility for the OffaePharmacy Affairs, which is headed by Rear
Admiral Krista M. Pedley of the Public Health Seiand, as a constituent part of HRSA, is
involved directly in the administration of the 34@Bogram. Administrator Engels is sued in his
official capacity.

18. Defendant HHS is an executive department of thetddnStates Government
headquartered in Washington, D.C., and is resplen®b HRSA and the 340B program.

19. Defendant HRSA is an administrative agency withifl3H headquartered in

Rockville, Maryland, and is responsible for adntieisg the 340B Program.
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FACTUAL ALLEGATIONS

The 340B Program Caps Drug Prices for Enumeratedv@ced Entities
that Provide Healthcare to Certain Underserved Pdgtions

20.  Section 340B of the Public Health Services Act “omps ceilings on prices drug
manufacturers may charge for medications sold &xifipd health care facilities,” known as
covered entities, that provide healthcare to cenimiderserved population®©rphan Drug | 43
F. Supp. 3d at 31 (quotimgstra USA, Inc. v. Santa Clara Ct%63 U.S. 110, 113 (2011)). As a
condition of receiving coverage and reimbursementts drugs under Medicaid and Medicare
Part B, a pharmaceutical manufacturer must enterarpharmaceutical pricing agreement with
HHS. See42 U.S.C. § 256b(a)(1). In that agreement, theuf@turer must “offer each covered
entity covered outpatient drugs for purchase” apecified discount price “if such drug is made
available to any other purchaser at any pridd.” This is known as Section 340B’s “must-offer”
requirement. Manufacturers that “knowingly andcemtonally charge[] a covered entity a price
for purchase of a drug that exceeds the [340B discprice]” are subject to civil monetary
penalties.ld. § 256b(d)(1)(B)(vi)(II).

21. Congress enacted Section 340B “to enable [coventities] to stretch scarce
Federal resources as far as possible, reaching mlag#le patients and providing more
comprehensive services.” H.R. Rep. No. 102-384&k)L2 (1992). Balanced against its goal of
increasing access, however, Congress also recafjtmeeneed to “assure the integrity of the drug
price limitation program.”ld. at 16.

22. To that end, Congress imposed three requirementewered entitiesld. at 16-
17. First, it prohibited covered entities fromeming 340B pricing on units of drugs for which a
manufacturer pays a Medicaid rebate (known as fdag@ discounts”). 42 U.S.C.

8 256b(a)(5)(A). Second, it forbade covered entitiem reselling or otherwise transferring such
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drugs to persons other than their patients (knosvtdversion”). Id. § 256b(a)(5)(B). Third, it
subjected covered entities to audits to verify chamge with these requirements.Id.
8§ 256b(a)(5)(C).

23.  Consistent with the purpose of benefiting undemsgrpatients, covered entities
under Section 340B as originally enacted were “gahe disproportionate share hospitals—
hospitals that serve indigent population®iphan Drug | 43 F. Supp. 3d at 31. Congress has
added to the list of 340B covered entities oveetiand today there are fifteen clearly delineated
categories, including: federally qualified healémters; certain healthcare providers that receive
federal grants (such as black lung clinics, henl@plireatment centers, urban Indian health
organizations, and AIDS drug purchasing assistqmograms); and certain types of hospitals
(critical access hospitals, children’s hospitalsefstanding cancer hospitals, rural referral eente
and sole community hospitals). 42 U.S.@58&b(a)(4)(A)-0O).

24.  Notably, Congress haverincluded contract pharmacies in the statutorilyreel
list of facilities that qualify as covered entitiekxdeed, in drafting what would become the 340B
statute, Congress considered proposed languagevthat have permitted covered entities to
dispense 340B drugs through-sitecontractors providing pharmacy serviceSeeS. Rep. No.
102-259 at 1-2 (1992) (requiring manufacturer tovpte a discounted price for drugs that are
“purchased and dispensed by, or under a contréateshinto foron-site pharmacy servicesth”
certain enumerated covered entities) (emphasisdaddut that provision was not enacted.

HRSA Issues Non-Binding Guidance Permitting Contrtaeharmacy Arrangements

25.  Section 340B does not require manufacturers toigeodiscounts to contract

pharmacies or tany entity not specifically enumerated irR§6b(a)(4). But over the last three

decades, HRSA has issued two “guidance” documertitsh HRSA concedes are non-binding
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“interpretive” rules, purporting to authorize cogdrentities to enter into agreements with contract
pharmacies to dispense outpatient drugs underdBedd0B. HRSA issued this non-binding
guidance despite the fact that Congress did nait 4tBlS general rulemaking authority, authority
to promulgate regulations with respect to SectibdBfa), or authority to expand the list of 340B
covered entitiesSee Orphan Drug, 43 F. Supp. 3d at 41 (identifying the specificiled grants

of rulemaking authority in Section 340B).

26. In 1996, HRSA issued guidance asserting that ‘ldkgtovered entities that do not
have access to appropriate ‘in-house’ pharmacycasycould now enter into an agreement with
a single outside pharmacy of its choice to provide suclvises for 340B drugs. 61 Fed. Reg.
43,555 (1996 Guidance). HRSA explained that “aniyery small number of the 11,500 covered
entities used in-house pharmaciesd. at 43,500. HRSA accordingly allowed a coveredtent
without its own in-house pharmacies to ussrgyle affiliated outside pharmacy, an arrangement
that would enable such entities to access the $0Bram without having to “expend precious
resources to develop their own in-house pharmdaibgh for many would be impossible)ld.

27. In response to questions about HRSA'’s authoritgxpand Section 340B in this
manner, the 1996 Guidance acknowledged that “[Hila¢ute is silent as to permissible drug
distribution systems.”ld. at 43,549. HRSA thus asserted that it was “arggtjno new law
and . .. no new rights or duties,” but instead atyeoffering “[ijnterpretive rules and statements
of policy [that] were developed to provide neceggapgram guidance” in view of “many gaps in
the legislation.”1d. at 43,550.

28. HRSA recognized that some manufacturers had rateedterns that its new

approach would lead to drug diversion. HRSA thusoainced that it “intend[ed] to study the use
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of contracted pharmacy services for accessing 3#08s to determine if there is evidence of drug
diversion” and “w[ould] consider whether additiosaffeguards are necessaryd: at 43,549.

29. In 2010, HRSA issued new guidelines designed tesgae the 1996 Guidance.
The new guidance expanded its authorization ofrachpharmacies under Section 340B—though
again, HRSA denied that it was creating any newtsi@r obligations, and instead insisted that it
was only issuing “interpretive guidance.” 75 FedgR10,273 (2010 Guidance). Although Section
340B’s list of covered entities to which 340B drugsist be offered had not changed to allow
contract pharmacies, HRSA nevertheless announoe@aolicy “proposal”’ designed to “permit
covered entities to more effectively utilize theédB4program.” Id. at 10,273.

30.  Under this new policy, HRSA explained, covered teagimust now be permitted
to “use multiple pharmacy arrangements”—that isualimited number of contract pharmacies,
without any geographic limits—*“as long as they ctmpith guidance developed to help ensure
against diversion and duplicate discounts and theips set forth regarding patient definition.”
Id. To take advantage of this new set of arrangemBIRSA announced, a covered entity merely
must have a written contract in place with eachtremt pharmacy through which it intends to
dispense 340B drugs; the covered entity need rmhguhese contracts to HRSAd. at 10,277;
seeGov. Accountability Office Drug Discount Program: Federal Oversight of Compla at
340B Contract Pharmacies Needs Improvenie@AO-18-480 (June 2018) (2018 GAO Report),
https://www.gao.gov/assets/700/692697.pdf.

31. Numerous 340B stakeholders objected that allowiogered entities to use an
unlimited number of contract pharmacies would elaaie the problems of diversion and
duplicate discounts. The 2010 Guidance rejectesetiobjections, asserting that “there are

appropriate safeguards in place” to protect prognat@grity, though it also emphasized “the

10
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responsibility of the covered entity to ensure agiadiversion and duplicate discounts.” 75 Fed.
Reg. 10,2745see id.at 10,275. HRSA further rejected any suggestiat th should place
reasonable limits on the number of contract phamesabat a single covered entity could use, or
that it should impose restrictions on the geogmapgation of contract pharmacies in relation to
the covered entity they serve (such as preventiagise of pharmacies “over State lined9. at
10,276.

32. As aresult of its categorical stance, the 2010d&ute purported to authorize a
covered entity to enter into an unlimited numbecaftract pharmacy arrangements anywhere in
the United States, even hundreds or thousandsles mvay.

A Surge in Contract Pharmacy Arrangements Opens eor to Profiteering
and Undermines the Integrity of the 340B Program

33.  HRSA's 2010 Guidance immediately triggered a massiwge in the number of
contract pharmacies receiving and distributing 340Rigs. In 2018, the Government
Accountability Office reported that the number ohtract pharmacies had ballooned from 1,300
in 2010, to nearly 20,000 by 2017. 2018 GAO Repbr2. These numbers have continued to
escalate. Today, more than 27,000 individual phares participate in the 340B program, with a
total of well over 100,000 individual contraétsBerkeley Research Groupor-Profit Pharmacy
Participation in the 340B Program (Oct. 2020) (BRG Report), https://bit.ly/3owtUwahe vast
majority of these contract pharmacies (75% as @B2@re national, for-profit retail pharmacies;

and the five largest national pharmacy chains—CW&lgreens, Walmart, Rite-Aid, and

1 The exact number of contract pharmacy arrangesyeemtently in place is unknown because
HRSA does not require a covered entity that hasiphellsites to submit separate registrations for
each of its sites.See2018 GAO Report at 19-20. Thus, while HRSA’s dassbincludes well
over 100,000 current contractsee https://bit.ly/2HFB4gV, the real figure could be mnya
multiples of that.See2018 GAO Report at 20.

11
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Kroger—accounted for a combined 60% of all 340Bt@wt pharmacies, even though these
chains represent only 35% of all pharmacies natidew2018 GAO Report at 20-21.

34. Make no mistake: The boom in contract pharmac&s leen fueled by the
prospect of outsized profit margins on 340B distedndrugs. The determination whether a
medicine is eligible for the 340B discount is naide untilafter the medicine is dispensed to the
patient and paid for at a non-discounted, commigociee by the patient and his or her health plan.
In practice, pharmacies generally buy their invgnif drugs from wholesalers in commercial
transactions. Pharmacies then dispense those imeslio any patient with a valid prescription.
Those patients could have been treated at a 3408 en a non-340B entity. Either way, the
pharmacy dispenses product from its inventory te gatient consistent with the patient’s
insurance. Later, for medications determined talispensed to a patient of the 340B entity, the
wholesaler processes a chargeback reflecting fierehice between the pharmacy acquisition
price and the 340B price. This enables the phayr@menjoy the 340B discount even though it
hasalsobenefitted from the full insurance reimbursemérite pharmacy may well share some of
its windfall with the covered entity or the covemmdtity’s vendor, but the patient has still paid th
full out-of-pocket amount designated under hisarihsurance policy.

35. For example, in the Medicare Part B context, thet€s for Medicare & Medicaid
Services (CMS)—an agency within HHS—found that prigsion drugs dispensed to the patient
of a covered entity typically cost between 20% 866 less than the drugs’ average sales price.
See, e.g.CMS, Hospital Outpatient Prospective Payment System ¢seg Rule Calendar Year
2021, 85 Fed. Reg. 48,772, 48,886 (Aug. 12, 2020). Medicare providesull reimbursement
for dispensing the drugs to such a patient. Gi€xdicare Part B Drugs: Action Needed to Reduce

Financial Incentives to Prescribe 340B Drugs at fRapating Hospitals GAO-15-442 (June

12



Case 1:21-cv-00027-UNA Document 1 Filed 01/12/21 Page 13 of 39 PagelD #: 13

2015), https://www.gao.gov/assets/680/670676.pdihe same goes for patients with private
insurance or who pay out of pocket. Through thhexpss, pharmacies and covered entities have
been able to generate substantial profits fromdifference between the low acquisition price
mandated by Section 340B and the higher reimbunsewatue of the drug.

36. As Senator Chuck Grassley put it in a letter RSA, for profit pharmacies “are
reaping sizeable 340B discounts on drugs and tinemng around and upselling them to fully
insured patients covered by Medicare, Medicaichrovate health insurance in order to maximize
their spread.” Letter from Sen. Chuck Grasslef;@nm. on the Judiciary, to Mary K. Wakefield,
Administrator, Health Resources and Servs. AdmitarCh 27, 2013), https://bit.ly/3kFquVS
(Grassley Letter). This has resulted in a sigaifidousiness opportunity for Walgreens (and other
for-profit national pharmacy chains)SeeRaymond James840B Pharmacy Follow Up—Less
Than $1.4B but Still Yugéept. 9, 2020) (Walgreens generated profits Hia hundreds of
millions” through 340B contract pharmacy arrangetsenindeed, Walgreens’ SEC filings report
that any pricing changes “in connection with thdefi@l 340B drug pricing program[] could
significantly reduce our profitability.” WalgreeB®ots Alliance, Inc. Form 10-K (Oct. 15, 2020),
https://bit.ly/2MoLX9d.

37. One study estimated that, due to the steep dissonandated under Section 340B,
“340B covered entities and their contract pharnsaealized an average 72 percent profit margin
on 340B purchased brand medicines”—a margin moae thiple that ordinarily available to
independent pharmacies. BRG Report at 7. The $tuthd that “340B covered entities and their
contract pharmacies generated over $13 billiorrafits from 340B purchased medicines in 2018,
which represents over 25 percent of the total $4®m in profits realized by all providers that

dispensed or administered brand medicines in 201&.”Most of these profits amot going to

13
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federally qualified health centers or other fedgpantees that provide services to underserved
populations, such as black lung clinics, hemophif@atment centers, urban Indian health
organizations, and AIDS drug purchasing assistanogram. Instead, they are being captured by
340B hospitals and contract pharmacies, which aspansible for nearly 90% of all 340B
purchasesld.

38.  Nor are these huge profits being passed on tomatid-or example, in response to
a 2018 GAO survey, 45% of covered entities admittey do not pass aloray discount taany
patients that usany of their contract pharmacies. 2018 GAO RepoB0at As for the remaining
55%, the GAO noted that entities using contractripla@ies may provide discounts to patients
only in limited cases.ld. Likewise, the HHS Office of Inspector Generas liaund that many
contract pharmacies do not offer 340B discountékeprto uninsured patients at all. HHS-OIG,
Memorandum Report: Contract Pharmacy Arrangementshe 340B ProgramOEI-05-13-
00431, at 2 (Feb. 2014), https://oig.hhs.gov/opdres/oei-05-13-00431. As a result, “uninsured
patients pay the full non-340B price for their prgstion drugs at contract pharmacies.” By
contrast, the GAO noted that 17 of 23 the surveys@red entities that useadhousepharmacies
reported offering discounts to their patienid.

39. In short, the widespread proliferation of contrpbarmacy arrangements since
2010 has transformed the 340B program from onend@é to assist vulnerable patients into a
multi-billion-dollar arbitrage scheme that benefiational for-profit pharmacy chains and other
for profit intermediaries.

40. Atthe same time, the explosive growth of contpdnarmacy arrangements also has
facilitated increased diversion and duplicate distse—the very risks that Congress sought to

avoid when it enacted Section 340B. A 2011 refyorh the Government Accountability Office

14
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warned that “[o]perating the 340B program in cocitizharmacies creates more opportunities for
drug diversion compared to in-house pharmaciest eikample, contract pharmacies are more
likely to serve both patients of covered entitiad athers in the community; in these cases more
sophisticated inventory tracking systems must b@late to ensure that 340B drugs are not
diverted—intentionally or unintentionally—to non{B patients.” Gov. Accountability Office,
Drug Pricing: Manufacturer Discounts in the 340B dgram Offer Benefits, but
Federal Oversight Needs Improvemegt; GAO-11-836 (Sept. 23, 2011), https://www.gawlg
assets/330/323702.pdf. The report further fouatl tHRSA'’s oversight of the 340B program is
inadequate because it primarily relies on partiigaself-policing to ensure compliancdd. at 21.

41. These structural problems have only intensifiedr diee, as the use of multiple
contract pharmacies has become rampant. In 20i4ndtance, HHS’s Office of the Inspector
General conducted a study of contract pharmacygeraents, which led to a finding that such
arrangements “create complications” for effortgptevent abuse of the 340B program. Stuart
Wright, Deputy Inspector General for Evaluation dnslpections, Office of the Inspector Gen.,
Dep’t of Health and Human Servdemorandum Report: Contract Pharmacy Arrangemanmts i
the 340B Programat 1-2, OEI-05-13-00431 (Feb. 4, 2014), httpgy/lths.gov/oei/reports/oei-
05-13-00431.pdf. The Inspector General also detethat self-policing by covered entities has
been insufficient to stop these abuses, since “mmatred entities . . . do not conduct all of the
oversight activities recommended by HRSAd: at 2. The 2018 GAO Report similarly criticized
the continuing “weaknesses in HRSA'’s oversightt]tiapede its ability to ensure compliance
with 340B Program requirements at contract pharesati2018 GAO Report at 45¢ee id.(“As

the 340B Program continues to grow, it is essetti@ HRSA address these shortcomings.”).

15
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42. Indeed, HRSA’s own audits of covered entities qurdi to identify numerous
instances of abuse. The 2018 GAO Report obsehatd@6 percent of the 380 diversion findings
in HRSA audits [between 2012 and 2017] involvedggrdistributed at contract pharmacie&d’
at 44. And based on information from HRSA’s wedsitver 25% of covered entities audited
since 2017 have had at least one finding relatednitract pharmacy noncompliance. Indeed, out
of 199 audits conducted in 2019, HRSA discoverexkds of instances of duplicate discounts, as
well as evidence that at least 19 covered entitaes permitted diversion of 340B drugs through
contract pharmaciesSeeHRSA, Program Integrity: FY19 Audit Resultsttps://www.hrsa.gov/opa
/program-integrity/audit-results/fy-19-results.

AstraZeneca Updates Its Contract Pharmacy PolicyRemedy Abuse of the
340B Program, and HRSA Fails to Post AstraZenecélstice to Covered Entities

43.  Against this legal and factual backdrop, in Auge@20 AstraZeneca announced to
covered entities that, effective October 1, 202@0uld revert to the contract pharmacy approach
set forth in HRSA’s 1996 Guidance. Moving forwasl of October 1, AstraZeneca would “only
.. . process 340B pricing through a single ComntPdarmacy site for those Covered Entities that
do not maintain their own on-site dispensing phasnia Letter from Odalys Caprisecca dated
Aug. 17, 2020 (Exhibit A).

44.  From the outset, AstraZeneca was open and tramgpasrth HRSA about this
policy change. AstraZeneca first explained its péawnned policy to HRSA in a letter dated July
24, 2020. SeelLetter from Christie Bloomquist to Krista Pedlegteld July 24, 2020 (Exhibit B).
In that letter, AstraZeneca explained that Sec84@B refers only to outpatient drugs that are
“purchased bya covered entity,” and provides that such drugstrhe offered at the discounted
price, but “does not mention ‘contract pharmaciesid. at 2. Its policy of recognizing one

contract pharmacy per covered entity that doesmahtain an on-site pharmacy thus “complies
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with operative 340B statutory provisions,” AstraZea explained, because “AstraZeneca will
make its products available to all covered entiiesr below the applicable ceiling priceld.
AstraZeneca also cited to substantial evidenceymlfeom HRSA'’s own audits, that the unlimited
use of contract pharmacies had caused “significaameases in covered entity violations of the
statutory prohibitions against product diversiod daplicate discounting.1d. at 3. AstraZeneca
closed its letter to HRSA by proposing to meetiseass its policy changdd.

45.  After nearly a month had passed without any respdresn HRSA, AstraZeneca
began informing its distributors directly of itsweolicy. SeeEx. A. Then, on August 20,
AstraZeneca provided HRSA with a notice for disitibn to covered entities regarding the
changed policy and requested that HRSA post it 8 A's website. SeeNotice to Covered
Entities Regarding 340B Pricing (Exhibit C). Catent with AstraZeneca’s prior letter to HRSA,
the notice explained that, effective October 1,ttAZeneca will recognize one Contract Pharmacy
per Covered Entity for those Covered Entities tHat not maintain an on-site dispensing
pharmacy.” Id. at 1. The notice emphasized that the new poligyld/not disrupt any covered
entity’s access to 340B drugs at 340B prices, @xipig that “Covered Entities will continue to be
able to purchase our products at the statutoryngeprice from either their designated single
Contract Pharmacy or the Covered Entity’s on-sigpehsing pharmacy.'ld. The notice also
described the process by which covered entitiesdcoessignate a contract pharmacy under the
policy. Id. In its cover email to HRSA, AstraZeneca reitedats offer to meet with HRSA to
explain these changes in more detalil.

46. HRSA did not respond to AstraZeneca's July lettad a&ugust email until
September 2Seeletter from Krista Pedley to Christie Bloomquistteld Sept. 2, 2020 (Exhibit

D). Initsresponse, HRSA warned that it was “cd&sng whether AstraZeneca’s proposed policy
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constitutes a violation of the 340B statute andtiwiesanctions would apply,” including “civil
monetary penalties pursuant to 42 U.S.C. 8§ 256b(@Bj(vi).” Id. at 1. HRSA further asserted
that it believed AstraZeneca’s new policy “coulds@dhe effect of severely limiting access” to
340B drugs during the COVID-19 pandemic, which “Wbundermine the 340B Program and the
Congressional intent behind enactment of the 348&8ite.” Id. at 1-2. HRSA neither responded
to AstraZeneca’s discussion of the text of Sec3®0B nor acknowledged AstraZeneca’s citations
to the agency’s own reports as evidence that bigtan to unlimited contract pharmacies has
resulted in duplicate discounts and diversion. telad, HRSA asked AstraZeneca to submit
“evidence of specific duplicate discount and dil@rssiolations, . . . including the alleged covered
entities and drugs involved.Id. at 1.

47.  Finally, HRSA refused to post AstraZeneca’s notitte)s depriving covered
entities of information on how to access AstraZanswdicines: The agency stated that as it
“continues to evaluate this issue, it will not lesiing AstraZeneca'’s ‘Notice to Covered Entities
Regarding 340B Pricing’ until this matter is resmlv’ Id. at 2.

48. AstraZeneca replied to HRSA'’s response letter qutedeber 15.Seel etter from
Christie Bloomquist to Krista Pedley dated Sept. 280 (Exhibit E). AstraZeneca expressed
surprise that HRSA would threaten sanctions, ssaivd monetary penalties, given that its policy
was fully compliant with Section 340B as writterdamith guidance that HRSA itself had endorsed
for fourteen years. AstraZeneca also expresseppsntment that HRSA chose to convey this
threat by letter, rather than taking AstraZenecamits two separate offers to meet with HRSA
to discuss its new approachd. at 1.

49.  As to the merits, AstraZeneca reiterated thatptarined approach complies fully

with the 340B statute” because “[ulnder [AstraZeaxiglcnew structure, each covered entity will
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be offered 340B drugs at the 340B price on nonraiisnatory terms.” Id. AstraZeneca further
explained that its new policy in fact “will go bayw the statute’s requirements by assuring access
to 340B pricing through a contract pharmacy arrarg# if a covered entity is unable to dispense
340B drugs from its own facilities.Td.

50. AstraZeneca’s letter also rebutted HRSA's statertietithe new policy could limit
access to 340B drugs. “AstraZeneca’s new apprmacbntract pharmacy recognition should not
impact patient access,” the letter explained, “as maedications will remain available to 340B
entities at the 340B price.Id. Citing additional government data, AstraZeneedfmened that
its new approach was intended to “bolster the mite@f the 340B program” by ensuring that
patients—rather than contract pharmacies—actuedyp the benefits of the 340B program, while
also eliminating opportunities for diversion anglicate discountingld. at 1-2.

51. Regarding the notice that AstraZeneca had askedAH®Spost, AstraZeneca
explained that “HRSA'’s refusal to post our noticecbvered entities is causing very real and
tangible harm, as it is denying covered entitieseas to vital information on how to register their
designated pharmacy.ld. at 2. AstraZeneca again requested “that HRSA idiately post our
notice on its website so that covered entitiesleam how they may enroll and designate their
pharmacy to receive AstraZeneca medicindd.”

52.  And AstraZeneca further requested that “HRSA comfio us promptly in writing
that it will not seek civil monetary penalties agsiAstraZeneca related to our impending change
to contract pharmacy designation, which fully complwith applicable law.” Id. Finally,
AstraZeneca reiterated for a third time its offermteet with HRSA “to discuss this critically
important issue for 340B program integrity andaorect any misunderstandings that HRSA may

have about our approachld. at 3.
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53. In light of HRSA'’s failure to respond to its letseror to honor AstraZeneca's
request to post AstraZeneca'’s notice to coveratiesnbdn the agency’s website, AstraZeneca sent
letters to approximately 8,000 covered entitiesvidially informing them of the new policySee
Letter from Odalys Caprisecc®e: 340B Contract Pharmacy Pricinglated Sept. 14, 2020
(Exhibit F). Those letters explained that “Astragea will continue to provide [its] products
directly to all Covered Entities . . . at the raedi statutory ceiling price,” and encouraged “any
Covered Entity that does not have an outpatientsiten dispensing pharmacy [to] contact
AstraZeneca” by email “to identify a single Contr®harmacy of its choice.ld.

54.  On November 2, 2020, AstraZeneca sent another lettdRSA. Seeletter from
Odalys Caprisecca to Krista Pedley dated Nov. 202(Exhibit G). As in its previous
correspondence, AstraZeneca emphasized that, utsdeew policy “all covered entities will
continue to have access to AstraZeneca medicirtee 840B price,” and that the policy “is fully
compliant with the 340B statute.ld. at 2. AstraZeneca reaffirmed that “[tlhe chanbat t
AstraZeneca has implemented makes its producttabi@io covered entities either through their
own in-house pharmacy or through a designated acnpharmacy.”ld. at 2. AstraZeneca also
reiterated its request for a meeting with HRSA asled the agency to advise whether it was
“accepting or rejecting our formal meeting requestl.

55.  To this day, notwithstanding the passage of nesxlynonthssince AstraZeneca’s
initial meeting request, HRSA has neither agreednteet with AstraZeneca nor posted
AstraZeneca’s notice to covered entities on itssiteb SeeHRSA, Manufacturer Notices to
Covered Entities, https://www.hrsa.gov/opa/manufiastnotices/index.html (database of
manufacturer notices posted by HRSA). Nor has HR8#ected any of the erroneous public

statements regarding AstraZeneca’s approach toraminpharmacies. These failures have
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inhibited AstraZeneca'’s ability to fully implemeitg policy and have led to confusion by covered
entities and delays in their designating a singletract pharmacy of their choosing under the
policy. The result has caused harm to AstraZenadao covered entities.

The HHS General Counsel Issues an Advisory Opinittrat Pharmaceutical
Manufacturers Must Honor Unlimited Contract PharmacArrangements

56. On December 30, 2020, Defendants issAdgisory Opinion 20-06 on Contract
Pharmacies under the 340B Progranihe Advisory Opinion sets out HHS’s definitivesponse
to the legal question of whether the 340B Statatpiires manufacturers to sell 340B drugs to
contract pharmacies. The Advisory Opinion “conelisdl’ that manufacturers’ obligations to offer
discounted drugs under the 340B Statute extenglisbto purchases by covered entities, but also
to purchases by contract pharmacies. Advisory ©Opiri. In the agency’s view, “a drug
manufacturer in the 340B Program is obligated tiveleits covered outpatient drugs to those
contract pharmacies and to charge the covereq ertimore than the 340B ceiling price for those
drugs”whenever a contract pharmacy acts as a coverdg’eriigent.” Id.; see idat 8 (“[T]he
Office of the General Counsel concludes that caVverdities under the 340B Program are entitled
to purchase covered outpatient drugs at no moretti@340B ceiling price—and manufacturers
are required to offer covered outpatient drugscatnore than the 340B ceiling price—even if
those covered entities use contract pharmaciad ta distributing those drugs to their patients.”)
see alsdHHS,HHS Releases Advisory Opinion Clarifying that 340iBcounts Apply to Contract
PharmaciegDec. 30, 2020), https://bit.ly/38Qh0IB (“Throutte new advisory opinion, HHS has
clarified that drug manufacturers must provide 34@ounts when a contract pharmacy is acting
as an agent of a covered entity, providing servicebehalf of the covered entity.”).

57.  Although it purports to be grounded in “the plagxit of the statute,” Advisory

Opinion 3, the opinion nowhere explains how itslieg of Section 340B complies with the plain
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statutory requirement that covered entities musefddiscounted drugs to a “covered entity.” 42
U.S.C. 8256b(a)(1). Nor does the opinion address thetfadt Section 340B exhaustively lists
fifteen types of non-profit healthcare providersattiqualify as “covered entities,” without
mentioning contract pharmaciesd. § 256b(a)(4). Nor does it acknowledge that SectiédB3
carefully distinguishes in other respects betweeavéred entities” and agents—including
“associations or organizations representing ther@sts of [] covered entities,” “wholesalers,” and
“distributors.” 1d. § 256b(d)(1)(B)(v), (2)(B)(iii), (3)(B)(vi).

58. Instead, to the extent the Advisory Opinion engagesy textual analysis at all, it
focuses solely on the phrase “purchased by.” Anyi©pinion 2-3. The opinion begins with the
assertion that “[i]t is difficult to envision a leembiguous phraseid. at 2, thereby repudiating
(without acknowledging that it is doing so) Defent$a own previous statements that the 1996
Guidance and 2010 Guidance were filling “gaps m Idyislation,” 61 Fed. Reg. at 43,550. The
Advisory Opinion then contends that the phrase ¢pased by” unambiguously grants covered
entities the right to use a contract pharmacy tuae 340B drugs on its behalf. Advisory Opinion
2. The opinion asserts that this conclusion igpeued by current practice “as we understand it,
[under which] the medications at issue are soldhgy manufacturer to the covered entity; the
covered entity takes title and the covered entityspthe manufacturer either directly or through
the manufacturer’s distributor.ld. at 3. From that observation, the Advisory Opinaffers the
hyperbole that “[t]he situs of delivery, be it thmar surface, low-earth orbit, or a neighborhood
pharmacy, is irrelevant” to a manufacturer’s Sec8d0B obligations.d.

59. HHS issued the Advisory Opinion despite the faett tGongress did not grant
Defendants general rulemaking authority or autiidot promulgate regulations with respect to

Section 340B(a).
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60. The U.S. District Court for the District of Colunabhastwice held that Section
340B does not grant HHS “broad rulemaking authdrit@rphan Drug | 43 F. Supp. 3d at 42,
see Pharm. Research & Mfrs. of Am. v. U.S. Defeadlth & Human Servs138 F. Supp. 3d 31,
33 (D.D.C. 2015)@rphan Drug ll). Instead, “Congress has specifically delineditedscope of
HHS’s rulemaking authority” with respect to the 84program. Orphan Drug | 43 F. Supp. 3d
at 42 (citing 42 U.S.C. 856b(d)(3)). This focused grant of rulemaking awitly does not
authorize the agency to “engag|e] in prophylactic-adjudicatory rulemaking regarding the 340B
program.” Id. at 42-43.

HHS'’s Interpretation of Section 340B Is Contrary
to the Statute’s Plain Text, History, and Purpose

61. Notwithstanding the Advisory Opinion’s claim thaengages in “straightforward
textual interpretation,” Advisory Opinion 3, theinjn ignores the statute’s key provision:
Section 340B’s must-offer provision requires a nianturer solely to “offer” discounted drugs to
a “covered entity,” an obligation that the manufiaet fully satisfies by making drugs available to
the covered entity itself. Nothing in the statstg@ports that a manufacturer violates its obligatio
by decliningalsoto make drugs available to contract pharmacies.

62. As relevant here, the statute provides that a nambwfer must enter into an
agreement with the HHS Secretary that “shall regjthiat the manufacturer offer each covered
entity covered outpatient drugs for purchase dtebow the applicable ceiling price if such drug
is made available to any other purchaser at angegri 42 U.S.C. 856b(a)(1). Section
340B(a)(4), in turn, enumerates fifteen types ddltieare providers that qualify as “covered
entities.” 1d. §256b(a)(4). This exhaustive list doest include “contract pharmacies,” a term

that appears nowhere in Section 340B.
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63.  Section 340B by its terms thus obliges a manufactur “offer” discounted drugs
to a “covered entity.” The word “offer” is not deéd in the statute, but its ordinary meaning is to
“make available,” or to present for acceptances@ation. SeeBlack’s Law Dictionary (11th ed.
2019). Under AstraZeneca’s current policy, distedrdrugs have been “majd]e available” for
purchase by every covered entity, and presentethér acceptance or rejection, because every
covered entity has the opportunity to buy drugsnfidstraZeneca at the statutory ceiling price.
Merely qualifying for covered entity status is scint to make this purchase opportunity
available. Indeed, AstraZeneca has gone beyorttb8&820B’s textual requirements, by allowing
a covered entity that lacks an in-house pharmag@utohase drugs through a contract pharmacy
of its choosing.

64. Also significant is what Section 340B doest say. Congress could easily have
written the statute to require a manufacturer ter@40B discounted drugs to “each covered entity
or pharmacies operating under an agency relatiopshith a covered entityy but Congress did
not do so. Notably, from enactment through 201RSH itself did not read the Section 340B to
require that manufacturers must make 340B drugsada to multiple contract pharmacies per
covered entity. Instead, the agency’s positiomfiif96-2010 was that, in light of “gaps in the
legislation,” the agency could reasonably inter@ettion 340B(a)(1) to allow a manufacturer to
make drugs available either to the covered enirgctly or toonecontract pharmacy per covered
entity that lacked an on-site dispensing pharmd&dyFed. Reg. at 43,550.

65. Defendants’ new interpretation, as set forth in thdvisory Opinion, is that
manufacturers must make drugs available to conplaatmacies because Section 340B requires
drugs to be available for “purchase by” a coveretitye without limitation. According to the

opinion, that means a manufacturer must make caugsable for purchasanywhereor through
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any means-even on the “lunar surface.” Advisory Opinion But that interpretation focuses on
the wrong words and thus reaches the wrong regulmanufacturer’s statutory obligation is to
“offer” 340B drugs to a covered entity; the mantiaer complies with that command when it
makes the drugs available for purchase by the edventity itself.

66. Indeed, the phrase “purchased by,” on which theigaty Opinion rests its
interpretation, does not even appear in the mdst-provision. Instead, it appears iseparate
sentencdhat imposes obligations on the HHS Secretaryedtires the Secretary to “enter into
an agreement with each manufacturer of coveredtiatg drugs under which the amount required
to be paid . . . to the manufacturer for covereghatient drugs . ._. purchased by a covered entity”
at discounted prices. 42 U.S.C. § 256b(a)(1) (esishadded). Even in that context, the phrase
merely specifies which purchases give risethe Secretary’s obligatiorto reimburse the
manufacturer—namely, those purchases made “by ered\entity” at 340B discount prices.

67. The Advisory Opinion also purports to rely on stagency law, asserting that
contract pharmacies act solely as “agents” of theeed entities, which themselves retain title to
the 340B drugs even as they are sold by the phamaédvisory Opinion 6. Even on its own
terms, that assertion is highly dubious: Whethmar person acts as another’s agent (as opposed to
its contractor) turns on a variety of factors unither various laws of 50 different States. Among
other things, state laws look to how liability {go@rtioned in practice between the two parties, the
division of profits among them, the specific terofiach arrangement, and the parties’ course of
dealing. Resolving the status of any particulati@nship between a covered entity and a contract
pharmacy would likely be case-specific and factaselent—the opposite of the “straightforward

textual interpretation” that the Advisory Opiniolaiens to engage in. Advisory Opinion 3.
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68.  But even if—contrary to fact—contract pharmaciesensgents of covered entities,
that still could hardly affec manufacturer'obligations. The manufacturer fulfills its statyt
obligation when it “offers” 340B drugs to the cogdrentity; that obligation does not turn on the
covered entity’s choice of agency relationshiphle $tate-agency-law argument also ignores that
when Congress intends to include agents withirstiope of federal law, it does so expresSige,
e.g, 42 U.S.C. § 1320a-7b(b)(3)(C) (creating safe bdlario Anti-Kickback Act liability for
amounts “paid by a vendor of goods or servicea fgerson authorized to act as a purchasing
agent fof a reimbursement-seeker). Here, Congress madsuch specification. Indeed,
“covered entity” is a narrowly defined term, busseng the inference that Congress did not want
to include agency relationships for purposes ofB34fbligations. As the Supreme Court
recognized inAstra USA, Incv. Santa Clara Counfy563 U.S. 110 (2011), when it comes to
interpreting the obligations imposed by the 3408&ge, Congress’s words must control, not
common-law principlesSee idat 118-21.

69.  Section 340B’s history and purpose also demonstinateCongress did not intend
to guarantee access to deeply discounted 340B tbuga unlimited number of for-profit contract
pharmacies. The Conference Report for the bill #v@ntually became Section 340B indicates
that Congress intended “to enable [covered entiteestretch scarce Federal resources as far as
possible, reaching more eligible patients and gliagi more comprehensive services.” H.R. Rep.
No. 102-384(ll), at 12 (1992). The report sayshimg of creating an extensive system for the
distribution of 340B drugs through contract pharieac

70. In fact, the legislative history shows the oppesitbat despite its awareness that
covered entities sometimes rely on contract phaesa€ongress made a deliberate choice not to

include them within Section 340B. Congress considgroposed statutory language in a prior
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version of the bill that would have expressly pétea covered entities to dispense 340B drugs
throughon-sitecontractors providing pharmacy servicedeeS. Rep. No. 102-259 at 1-2. That
language, however, did not make it into the firaision of the bill that Congress passed and the
President signed into law. The statute’s failorexention contract pharmacies (even on-site ones)
thus was no mere oversight. And certainly notlvinipe legislative history suggests that Congress
intended, through silence, to create a vast systafi-sitecontract pharmacies for the distribution
of drugs to patients of Section 340B covered asitSee Whitman v. Am. Trucking Ass’ns, ,Inc.
531 U.S. 457, 468 (2001) (“Congress, we have tdies not alter the fundamental details of a
regulatory scheme in vague terms or ancillary miovis—it does not, one might say, hide
elephants in mouseholes.”).

71. The agency’s interpretation also raises substariadtitutional issues. Bastern
Enterprises v. Apfeb24 U.S. 498 (1998), a plurality of Justices ¢oded that “legislation might
be unconstitutional if it imposes severe retroachigbility on a limited class of parties that cdul
not have anticipated the liability, and the extanthat liability is substantially disproportionate
the parties’ experience.fd. at 528-29. The plurality found the law at isduere to be a regulatory
taking because it essentially forced a compangsarae $50-$100 million worth of liabilities to
third-parties that the company had not created andd not have anticipated. In a separate
opinion concurring in the judgment, Justice Kennagseed that the law was unconstitutional, but
expressed the view that the appropriate constitatieens was due process.

72. Here, the agency’s approach, as set forth in theisddy Opinion, forces
manufacturers to offer steeply discounted 340B sitagthird-parties—the contract pharmacies,
which resell the drugs at a massive profit—in essemrequiring manufacturers to transfer sale

proceeds to the pharmacies. That command reflectew and unexpected assertion of
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administrative power to impose financial obligasoon manufacturers. In its 2010 Guidance,
HRSA concluded that the agenegkedthe power to require contract pharmacies to adsgtof

a bill-to/ship-to approach, and instead issued Mioding interpretive guidance merely
recommending its approaclsee75 Fed. Reg. at 10,273; 61 Fed. Reg. at 43,550.

73. As recently as summer 2020, in fact, HRSA contintedmaintain its prior
longstanding position that the contract pharmadgance was not enforceabl&eeTom Mirga,
HRSA Says its 340B Contract Pharmacy Guidance td.8lgally Enforceable340B Report (July
9, 2020), https://bit.ly/2X0l1xe.

74. The agency’s sudden reinterpretation of SectionB34@hich now purports to
obligate manufacturers to facilitate price arbigdry an unlimited number of for-profit contract
pharmacies, has no basis in preexisting law. Anith&astern Enterpriseghe “remedy created
by the [reinterpretation] bears no legitimate nelato the interest which the Government asserts
in support of the statute,” 524 U.S. at 549 (Kenned), since the point of the statute is to make
medical care accessible to underserved patient$o moovide windfalls for contract pharmacies.

75. Even if the interpretive question were close, tfeee because Defendants’
construction of Section 340B “would raise seriooisstitutional problemsUnited States v. Grier
475 F.3d 556, 567 (3d Cir. 2007) (citation omittedg doctrine of constitutional avoidance favors
AstraZeneca’s alternative construction of the s¢atwhich raises no such constitutional concerns.
See Edward J. DeBartolo Corp. v. Florida Gulf CoB#llg. & Const. Trades Council85 U.S.
568, 575 (1988) (“[W]here an otherwise acceptablestruction of a statute would raise serious
constitutional problems, the Court will construe #tatute to avoid such problems unless such
construction is plainly contrary to the intent obrigress.”);seealso Ashwander v. Tennessee

Valley Authority 297 U.S. 288, 345-48 (1936) (Brandeis, J., camagiy.
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HHS’s Advisory Opinion and HRSA's Failure to Post
AstraZeneca’s Notice to Covered Entities Are Finagjency Action

76. The APA authorizes judicial review of any “finalemry action for which there is
no other adequate remedy in court.” 5 U.S.C. 8 784 action is final if: (1) it “mark[s] the
consummation of the agency’s decision-making pmteather than being “of a merely tentative
or interlocutory nature;” and (2) it is an actioby”which rights or obligations have been
determined, or from which legal consequences Wl Bennett v. Speab20 U.S. 154, 177-
78 (1997);see Sackett v. E.P,A66 U.S. 120, 126-27 (2012). The Advisory Opmis final
action under this test.

77.  First, the Advisory Opinion marks the “consummatiohthe agency’s decision-
making process: HHS’s analysis is not contingéentative, or interlocutory. The opinion
conclusively announces the agency’s legal inteapiaet of the statute; it does not contemplate any
further deliberation or the need for further fatevelopment. The opinion finds that the plain
text of Section 340B is unambiguous and thus “dgp@” of the legal question. Advisory
Opinion 3. And the opinion’s conclusion is uneagal: “[T]he Office of the General Counsel
concludes that covered entities under the 340BrBrogre entitled to purchase covered outpatient
drugs at no more than the 340B ceiling price—anaufacturers are required to offer covered
outpatient drugs at no more than the 340B ceilmngep—even if those covered entities use contract
pharmacies to aid in distributing those drugs ortpatients.”Id. at 8.

78.  Second, the Advisory Opinion adopts an interpretatif Section 340B from which
“rights or obligations have been determined or fienich legal consequences will flowBennett
520 U.S. at 177-78. Potential liability (includifgy overcharges and claims for civil monetary
penalties) will accrue every day that AstraZenemaschot submit to the agency’s interpretation.

SeeSackett566 U.S. at 126-27.
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79.  This risk of potential liability is not speculativé-or example, on January 7, 2021,
a group representing 340B hospitals and hospisalcgations sent a letter to AstraZeneca declaring
that, in light of the Advisory Opinion, “AstraZeregs policy of not providing 340B discounts to
340B providers when AstraZeneca’s drugs are diguktisough all but one contract pharmacy is
in clear violation of the statute, and AstraZensbauld immediately discontinue its illegal
practice.” Letter from William B. Schultz datednJ&, 2021 (Exhibit H). The letter demanded
that AstraZeneca “reimburse 340B entities for themdges they have incurred due to
AstraZeneca’s policy.ld. at 2. And the letter further threatened thaf A$traZeneca continues
its illegal practice, we will continue to seek eguire that HHS enforce the 340B statute, covered
entities are reimbursed for damages caused byi¢igali policy, and the matter is referred to the
HHS Inspector General for the imposition of civibney penalties.”ld. Defendants have put
AstraZeneca to the “painful choice” of either coypy) with the incorrect “obligation[s]” that
result from Defendants’ mistaken interpretatiorSefction 340B or “risking the possibility of an
enforcement action at an uncertain point in thareut Orphan Drug I} 138 F. Supp. 3d at 43
(quotingCSlI Aviation Servs., Inc. v. U.S. Dep'’t of Tran§37 F.3d 408, 412 (D.C. Cir. 2011));
see Bauer v. J.B. Hunt Transp., Int50 F.3d 759, 763 (7th Cir. 1998) (holding th&gtger from
the Department of Labor constituted final agendyoadecause “[lJegal consequences flow from
it, both with respect to [plaintiffs’] obligation® their employees and with respect to [their]
vulnerability to penalties should they disregatf)[i

80. The threat of liability has become even more caecfellowing HRSA'’s recent
publication of final Administrative Dispute Resabrt (ADR) procedures for resolving claims
related to overcharging, duplicate discounts, eemdion. See85 Fed. Reg. 80,632 (Dec. 14,

2020). ADR panel members must be drawn from tH#B3Administrative Dispute Resolution
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Board, which comprises “at least six members agpditby the Secretary with equal numbers
from the Health Resources and Service Administna(fdRSA), the Centers for Medicare &
Medicaid Services (CMS), and the HHS Office of @General Counsel (OGC).” 85 Fed. Reg. at
80,634. Each three-member ADR panel must be coatpos“one member from HRSA, CMS,
and OGC with relevant expertise to review claimg arake final agency decisionsld.

81. HRSA has made clear that it intends to use the ABRRess to impose liability on
manufacturers for failure to follow the Advisory @jn’s approach to contract pharmacies.
Although Section 340B vests HHS with limited authoto establish ADR procedures by which
to resolve “claims,’see42 U.S.C. § 256b(d)(3)(A)-(C), the ADR Final Ryerports to arrogate
authority to the ADR panel “to resolve related esu—including purelyjegal questions “such as
... whether a pharmacy is part of a ‘coveredtghti Id. at 80,633. Even if that were a proper
exercise of authority, which it is not, the Advig@pinion already conclusively announces HHS’s
legal position on the contract pharmacy issue. ofgiagly, any attempt by a manufacturer to
contest the Advisory Opinion on the contract phayriasue in proceedings before an ADR panel
would be an exercise in futility. As was truedrphan Drug Il “[t]here is nothing to indicate that
the administrative record produced during a speeififorcement proceeding would change HHS’s
legal interpretation.” 138 F. Supp. 3d at 43-4ée Bimini Superfast Operations LLC v.
Winkowski994 F. Supp. 2d 106, 117 (D.D.C. 2014) (holdiveg &t Customs and Border Protection
(CBP) letter detailing the agency’s interpretatioh the Immigration and Nationality Act
constituted final agency action, where “[tjher@asindication that any such enforcement process
would change CBP’s legal position or require tlmaagency record be developed given the purely

legal nature of CBP’s position”).
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82. Even apart from the effects of the Advisory Opiniororeover, HRSA's refusal to
post AstraZeneca’s notice on the HRSA website—abdbvered entities can view the notice and
participate in AstraZeneca’s new contract pharmaaicy—constitutes final agency action that
is causing real harm now. Such a posting woularimfall covered entities of how they may access
AstraZeneca’s medicines. Failing to post that aeotilenies those covered entities access to
information that could be beneficial to them andh® 340B program; it has resulted in confusion
by covered entities and delay in designating caebfpharmacies under AstraZeneca’s policy, to
the detriment both of AstraZeneca and of covereitien

CLAIMS FOR RELIEF
FIRST CLAIM FOR RELIEF

(Declaratory/Injunctive Relief — Defendants Failedto Observe
Notice and Comment Procedure Required by Law Undeb U.S.C. § 706(2)(D))

83. Plaintiff realleges and incorporates by referende paior and subsequent
paragraphs.

84. The APA provides that courts must “hold unlawfutlaset aside agency action”
that is “without observance of procedure requirgddw.” 5 U.S.C. 8 706(2)(D).

85. The APA requires agencies to publish notice of@bposed rulemaking” in the
Federal Registerd. § 553(b), and to “give interested persons an dppdy to participate in the
rule making through submission of written dataywaeor argumentsjd. 8 553(c). Likewise, the
Social Security Act requires the HHS Secretarypteeissuing the relevant types of regulations
“in final form,” to “provide for notice of the pragsed regulation in the Federal Register and a
period of not less than 60 days for public comntkeeteon.” 42 U.S.C. § 1395hh(b)(1).

86. The APA also generally requires “publication of a substantive rule [to] be made

not less than 30 days before its effective datel).S.C. § 553(d). Similarly, the Social Security
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Act requires that relevant regulations “not becaaffective before the end of the 30-day period
that begins on the date that the Secretary hagdseu published, as the case may be,” the
regulation. 42 U.S.C. § 1395hh(e)(1)(B)(i).

87. The Advisory Opinion constitutes “final agency aafs] for which there is no
other adequate remedy.” 5 U.S.C. § 704.

88. Because the Advisory Opinion definitively “concleddghat manufacturers must
provide contract pharmacies with 340B prices, iistiutes an “agency statement of general or
particular applicability and future effect desigrnedimplement, interpret, or prescribe law.” 5
U.S.C. § 551(4). ltis thus a “rule” under the APAhe Advisory Opinion is not exempt from the
APA notice-and-comment requirement under 5 U.S.&53b)(A) because, despite its label, it is
not an “interpretive rule[], general statement[] pblicy, or rule[] of agency organization,
procedure, or practice.” Instead, it is a legisiatule that creates rights and imposes obligation
on drug manufacturers with which they must comeptypain of potential civil monetary penalties
and other potential monetary and administrativeafiess. See Pennsylvania Dep’t of Human
Servs. v. United State897 F.3d 497, 505 (3d Cir. 2018) (“Legislativées) which have the force
of law, ‘impose new duties upon the regulated pdrfguotingChao v. RothermeB27 F.3d 223,
227 (3d Cir. 2003))).

89. The Advisory Opinion was not adopted through respiinotice-and-comment
procedures, nor did it provide for the requiredda@-delay in effective date. There is no “good
cause” that waives either requirement. The Adyisgpinion was therefore promulgated “without

observance of procedure required by law” and mestdb aside under 5 U.S.C. § 706(2)(D).
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SECOND CLAIM FOR RELIEF

(Declaratory/Injunctive Relief — Defendants’ Advisay Opinion Exceeds
Defendants’ Statutory Authority Under 42 U.S.C. 8§ B6b)

90. Plaintiff realleges and incorporates by referende paior and subsequent
paragraphs.

91. The APA requires courts to “hold unlawful and sgtla” agency action that is “not
in accordance with law” or is “in excess of statyturisdiction, authority, or limitations.” 5
U.S.C. § 706(2)(A), (C).

92. Independent of the APA, courts have a duty to Sieiesagency action thatudtra
vires See Shalom Pentecostal Church v. Acting Sec’yl ¢t of Homeland Secr83 F.3d 156,
167 (3d Cir. 2015)see also Aid Ass'n for Lutherans v. U.S. Postal.$821 F.3d 1166, 1173
(D.C. Cir. 2003).

93.  Section 340B does not grant Defendants generahakang authority or authority
to promulgate regulations with respect to SectibdBfa). See Orphan Drug, 43 F. Supp. 3d at
45; Orphan Drug I} 138 F. Supp. 3d at 32. Rather, HRSA possessésdi rulemaking authority
in only three areas: (1) the establishment ofdmiaistrative dispute resolution process; (2) the
issuance of precisely defined standards of metloggofor calculation of ceiling prices; and
(3) the imposition of monetary civil sanctionSeeOrphan Drug | 43 F. Supp. 3d at 45.

94.  Section 340B does not empower Defendants to requirg manufacturers, on pain
of potential civil monetary penalties and othercsems, to provide discounted drugs under
Section 340B to contract pharmacies because congrermacies are not covered entities as
defined by Section 340B and the statute does rtbbame Defendants to require manufacturers
to offer discounts to any other type of entityee Orphan Drug, 43 F. Supp. 3d at 48rphan

Drug Il, 138 F. Supp. 3d at 32. Defendants likewise mavauthority to broaden the scope of the

34



Case 1:21-cv-00027-UNA Document 1 Filed 01/12/21 Page 35 of 39 PagelD #: 35

340B Statute to expand the statutory term “covenatities” to include contract pharmacies, as
they have now purported to do in the Advisory Ogmi

95. The Advisory Opinion is not entitled to deferenaader Chevron USA, Inc. v.
Natural Res. Def. Counc¢ifl67 U.S. 837 (1984), because Congress has regated authority to
the agency to resolve the status of contract phaesainder the 340B statute, and because the
text of the statute is unambiguous. And, for thee reasons, as well as the agency’s failure to
acknowledge its change of position, the Advisoryifim fails to persuade und&kidmore v.
Swift & Co, 323 U.S. 134 (1944).

96. The Advisory Opinion is therefore “not in accordameth law,” it is “in excess of
statutory jurisdiction, authority, or limitations&nd it must be set aside under 5 U.S.C.
8 706(2)(A), (C). For the same reasons, the Adyi€pinion is alsaultra vires

THIRD CLAIM FOR RELIEF

(Declaratory/Injunctive Relief — The Advisory Opinion Is
Arbitrary and Capricious Under 5 U.S.C. § 706(2)(A)

97. Plaintiff realleges and incorporates by referende paior and subsequent
paragraphs.

98. The APA requires courts to “hold unlawful and s&tla agency action, findings,
and conclusions found to be . . . arbitrary, capuis, an abuse of discretion, or otherwise not in
accordance with law.” 5 U.S.C. § 706(2)(A).

99. Agency action is arbitrary and capricious if theclagy fails to “examine the
relevant data and articulate a satisfactory expiaméor its action including a rational connection
between the facts found and the choice madédtor Vehicle Mfrs. Ass’'n of U.S., Inc. v. State
Farm Mut. Auto. Ins. Cp463 U.S. 29, 43 (1983). “Normally, an agencyemwbuld be arbitrary

and capricious if the agency has relied on faatdngh Congress has not intended it to consider,
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entirely failed to consider an important aspecttte problem, offered an explanation for its
decision that runs counter to the evidence befueagency, or is so implausible that it could not
be ascribed to a difference in view or the prodiicigency expertise.Td.

100. Any change to an agency’s policy must also be aatetyuexplained. The agency
must “display awareness that it is changing pasitiéshow that there are good reasons for the
new policy,” and be aware that longstanding podiaeay have “engendered serious reliance
interests that must be taken into accouRCC v. Fox Television Stations, In656 U.S. 502, 515
(2009). “[A]n unexplained inconsistency in agepoyicy is a reason for holding an interpretation
to be an arbitrary and capricious change from agemactice.” Encino Motorcars, LLC v.
Navarrg, 136 S. Ct. 2117, 2126 (2016) (citation and aliens omitted).

101. The Advisory Opinion is arbitrary and capriciouschese Defendants did not
consider the relevant factorSeeCitizens to Preserve Overton Park, Inc. v. Vol@l U.S. 402,
416 (1971)abrogated on other grounds I&alifano v. SandersA30 U.S. 99 (1977)Am. Radio
Relay League, Inc. v. FGC624 F.3d 227, 241 (D.C. Cir. 2008). Indeed, Ddémts entirely failed
to give adequate consideration to Section 340Bs vehich limits the 340B program to the fifteen
classes of covered entities Congress specificallyreerated.

102. The Advisory Opinion is also arbitrary and caprnusdecause Defendants gave no
apparent consideration to the abuses contract @wrarrangements have facilitated—abuses
which the Section 340B was designed to avoid. mdats’ application of their legally incorrect
reading of Section 340B to mandate that manufactucéfer 340B discounts for contract
pharmacy transactions enables the very diversiorcdwered entities that the 340B statute
expressly prohibits.See42 U.S.C. § 256b(a)(5)(B). Contract pharmacy daations result in

covered entities selling or otherwise transferm@ogered outpatient drugs to entities that are not
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“patients” of the covered entity. The use of caatrpharmacies as authorized in the Advisory
Opinion necessarily involves a prohibited “transfer 340B discounted products to a non-340B
covered entity, the contract pharmacy.

103. Finally, the Advisory Opinion is arbitrary and cepous because Defendants did
not even attempt to reconcile the “obligation” emséd in it with their earlier pronouncements
that manufacturers were under no legally enforeeabligation to offer 340B prices to contract
pharmacies. The Advisory Opinion thus arbitrardnd capriciously fails to explain the
Defendants’ change in policy.

104. The Advisory Opinion is thus “arbitrary, capriciouan abuse of discretion, or
otherwise not in accordance with law” and mustdieaside under 5 U.S.C. § 706(2)(A).

FOURTH CLAIM FOR RELIEF
(Declaratory/Injunctive Relief — Defendants’ Failure to Post AstraZeneca'’s
Notice Exceeds Defendants’ Statutory Authority Unde42 U.S.C. § 256b and
Constitutes Agency Action Unlawfully Withheld under5 U.S.C. § 706(1))

105. Plaintiff realleges and incorporates by referende paior and subsequent
paragraphs.

106. Defendants’ failure to post AstraZeneca’s Notic&€€tvered Entities on HRSA's
website constitutes final agency action judiciallyiewable under the APA. 5 U.S.C. 8§ 551(13),
704, 706. It also constitutes “agency action ufldiy withheld or unreasonably delayedId.

8§ 706(1).

107. For the reasons stated, Defendants’ failure tofAsstZeneca’s Notice to Covered
Entites on HRSA’'s website—which is based on Deéstd erroneous and unlawful
interpretation of Section 340B—is “not in accordangith law”; it is “in excess of statutory

jurisdiction, authority, or limitations”; and it idtra vires
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PRAYER FOR RELIEF

NOW, THEREFORE, Plaintiff requests a judgment in their favor agaiDefendants as

follows:

A.

Declare that the Advisory Opinion is not in accorck with law, is without
observance of procedure required by law, and ialidy

Set aside and vacate the Advisory Opinion;

Declare that AstraZeneca is not required to offé0B3 discounts to contract
pharmacies;

Declare that AstraZeneca’s approach of eithemggdirect to covered entities that
have their own in-house pharmacy or, if the coveeatity lacks an in-house
pharmacy, allowing the covered entity to desigraatsingle contract pharmacy
through which to purchase AstraZeneca medicindsea®40B price, complies with
Section 340B;

Issue preliminary and permanent injunctive relieéventing Defendants from
implementing or enforcing the Advisory Opinion;

Direct Defendants to post AstraZeneca's Notice tweZed Entities on HRSA's
website.

Award Plaintiff reasonable attorneys’ fees ands,qstus interest accruing thereon,
under the Equal Access to Justice Act, 28 U.SZ11®; and

Grant such other and further relief as the Coust deem appropriate.
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Dated: January 12, 2021

Of Counsel:

Allon Kedem

Jeffrey L. Handwerker

Sally L. Pei

Stephen K. Wirth

ARNOLD & PORTERKAYE SCHOLERLLP
601 Massachusetts Ave., NW
Washington, DC 20001-3743

Tel.: (202)942-5000

Fax: (202) 942-5999
allon.kedem@arnoldporter.com
jeffrey.handwerker@arnoldporter.com
sally.pei@arnoldporter.com
stephen.wirth@arnoldporter.com

Respectfully submitted,
MCCARTER & ENGLISH, LLP

[s/ Daniel M. Silver
Michael P. Kelly (#2295)
Daniel M. Silver (#4758)
Alexandra M. Joyce (#6423)
Renaissance Centre

405 N. King St., 8th Floor
Wilmington, DE 19801
Tel.: (302) 984-6300

Fax: (302) 984-6399
mkelly@mccarter.com
dsilver@mccarter.com
ajoyce@mccarter.com

Attorneys for Plaintiff AstraZeneca
Pharmaceuticals LP
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