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On May 17, 2021, the Acting Administrator of the Health Resources and Services

Administration (“HRSA”) within the U.S. Department of Health and Human Services (“HHS”)

talet tof :aPh  aceuticals LP (“AstraZeneca” or “AZ”). In the letter, HRSA
notified AstraZeneca of ....3A’s conclusion that AstraZeneca has violated its obligations under
the federal 340 Program. In this Court, AstraZeneca challenges this “Violation Letter,”
arguing that the agency did not comply with the Administrative Proceduré Act (“APA”), 5 U.S.C.
§§ 701-06. AstraZeneca and the government have both moved for summary judgment on the
administrative  ord.

As the Court previously acknowledged (see D.1. 78 at 1), this case implicates a number of
important issues of public policy, including funding for healthcare facilities across the country
and access to care — especially for low-income individuals — at those facilities. As before, the
Court must set aside any personal views it may have on these matters and decide only the narrow
qu ior , perly before it, which is now: did HRSA comply with the APA when it issued the
Violation Letter? For the reasons explained below, the Court concludes that HRSA did not.

Accordingly, the Court will vacate and set aside the Violation Letter and remand to the
agency for further consideration in light of the Court’s opinion. The Court will also solicit the
parties’ views on the impact of the Court’s conclusions on the claims for relief in AstraZeneca’s

second amended complaint and whether (and, if so, how) this case should now proceed.
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BACKGROUND!

In August 2020, AstraZeneca announced that, effective October 1 of that same year, it
would limit 340B pricing for covered outpatient drugs to drugs delivered to: (i) each covered
entity’s in-house p/  macy; or (ii) a single contract pharmacy chosen by each covered entity,
provided that the covered entity does not have an in-house pharmacy. (See AR 7608-11)?

In response to AstraZeneca’s policy change, as well as similar policy changes by other
drug manufacturers and complaints from covered entities, on Dec:  er 30, 2020 the general
counsel of HHS issued “Advisory Opinion 20-06 on Contract Ph:  1acies Under the 340B
Progr ” (AR 8048-55) (“Opinion”) In the Opinion, HHS mandated that drug manufacturers
facilitate sa  of 340B drugs regardless of how covered entities distribute those drugs, writing:
“to the extent contract pl macies are acting as agents of a covered entity, a drug manufacturer
int  340B Progr.  is obligated to deliver its covered outpatient drugs to those contract
_ 1 acies and to charge the covered entity no more than the 340B ceiling price for those
drugs.” (/d. at 8048) In particular, HHS took the view that all covered entities may use an

unlimited number of contract pharmacies for dispensing 340B drugs. (See id. at 8055)

! In a prior memorandum opinion, the Court provided general background information
regarding the 340B Program. See AstraZeneca Pharms. LP v. Becerra, 543 F. Supp. 3d 47, 50-
53 —.-21.2021). ..e Court incorporates that bacl-~~ound information by reference.

2 Asis typical in APA cases, the government was solely responsible for assembling and
providing the administrative record (“AR”). Given the size of this administrative record, the
Co p tted tt gove nent to file it manually. (See D.I. 88, 88-1, 89) The Court cites the
administrative record using the pagination provided in the bottom righthand corner of each page.
For example, “AR 7608 refers to the page marked “VLTR_007608.”

2
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ng tothe = ° ion, these concli ons were mandated by the plain and unamb” 10us
las 1age of the statute establishing the 340B Program. (See id. at 8049-50)

Shortly after ....S issued the Opinion, AstraZeneca filed suit in this Court. ..I. 1)?
AstraZeneca then moved for summary judgment. (D.I. 42) In response, the government filed a
combined motion to dismiss and cross-motion for summary judgment. (D.L. 55) After
expedited proceedings, the Court issued a memorandum opinion regarding HHS’s Opinion and
the 340B statute. First, the Court explained how the Opinion differed in material ways from two
guidance documents HRSA had issued in 1996 and 2010. See AstraZeneca, 543 F. Supp. 3d at
54-57. Next, the Court held that the Opinion constituted final and reviewable agency action.
See id. at 57-58. For related reasons, the Court also held that AstraZeneca’s challenge to the
Opinion was timely. See id. at 58. Accordingly, the Court denied the government’s motion to
dismiss, except with respect to one claim for relief AstraZeneca had abandoned. See id. at 58,
62.

On the merits of AstraZeneca’s claims, the Court concluded that the interpretation of the
340B statute in the Opinion was not compelled by the unambiguous text of the statute, as HHS
had reasoned. See id. at 58-62. Rather, the 340L.. s uteis “si 1t as to the role that con

ph: ac iy play in connection with covered entities’ purchases of 340B drugs.” Id. at 59.

3 Other drug manufacturers filed similar suits in other district courts. See Eli Lilly & Co.
v. Cochran, No. 1:21-cv-00081-SEB-MJD (S.D. Ind.); Sanofi-Aventis U.S., LLC v. U.S. Dep t of
Health & Hum. Servs., No. 3:21-cv-00634-FLW-LHG (D.N.J.); Novo Nordisk Inc. v. U.S. Dep t
of Health & Hum. Servs., No. 3:21-cv-00806-FLW-LHG (D.N.J.); Novartis Pharms. Corp. v.
Espinosa, No. 21-cv-14979-DLF (D.D.C.); United Therapeutics Corp. v. Espinosa, No. 21-cv-
1686-DLF (D.D.C.). A trade association representing multiple drug manufacturers, including
AstraZeneca, brought another own suit against the government. See Pharm. Research & Mfrs.
of Am. v. Cochran, No. 8:21-cv-99198-PWG (D. Md.).

3
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-+.SCUSSION

I. The Violation Letter Is Based On Essentially The Same Interpretation Of The 340B
Statute As The Vacated O] ° “on

AstraZeneca principally argues that the Violation Letter is “based on the same ‘legally

flawed’ reading” of the 340B statute that plagued the Opinion. (D.I. 91 at 9 (capitalization

modified); see alsc ... at 6) ..e Court agrees.

A comparison of the Violation Letter and the Opinion reveals multiple parallels between

the documents:

Both the Violation Letter and the Opi~*~= ~~~="~~*~~ the “shall offer”
C. § 256b(a)(1). i.e., Section 340B(a* ">,

(Compare AR 1 (“*Section 340B(a)(1) of the Public Health Service (PHS)

trequi  that manufacturers ‘shall . . . offer each covered entity
covered outpatient drugs for purchase at or below the applicable ce ng
price if such drug is made available to any other purchaser at any price.””)
with AR 8049 (“[T]he core requirement of the 340B statute . . . is that
manufacturers must ‘offer’ covered outpatient drugs at or below the
ceiling price for ‘purchase by’ covered entities.”))

™t " Le*~- and the Opinion state that the 340B statute
gitn‘\];ﬁ‘\f\n an ungua"'L:AJ [ S

(Compare AR 1 (“This requirement 1s not qualified, restricted, or
dependent on how the covered entity chooses to distribute the covered
outpatient drugs.”) with AR 8049 (“This fundamental requirement is not
qualified, restricted, or dependent on how the covered entity chooses to
distribute the covered outpatient drugs.”))

¢ Violation Letter and the Opinion suggest that a drug

T . A e = . “ntdr for
dispensing by an unlimited number ot contract pharmac*~- directly
contravenes the 340B statute.
(Compare AR 1 (“HRSA has det¢  ned that AstraZeneca’s actions have
resulted in overcharges and are in direct violation of the 340B statute.”)
with AR 8049 (“The plain meaning of Section 340B requires
manufacturers to sell covered drugs to covered entities at or below the
ceiling price, independent of whether the entity opts to use contract
pharmacies to dispense the drugs.”) (capitalization modified))
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y  ess did not clearly intend for dr  manufacturers to be required to facilitate sales of
covered drugs for dispensing by an unlimited number of contract pharmacies. See AstraZeneca,
543 F. Supp. 3d at 60-61.°

I ause the Violation Letter rests on essentially the same flawed statutory interpretation
that the Court already rejected, the Violation Letter cannot stand. See generally Am. Lung Ass'n,
985 F.3d at 944; Peter Pan Bus Lines, Inc. v. Fed. Motor Carrier Safety Admin., 471 F.3d 1350,
1354 (D.C. Cir. 2006) (“[D]eference to an agency’s interpretation of a statute is not appropriate
when the agency wrongly believes that interpretation is compelled by Congress.”) (internal
quotatior ks omitted). It does not matter that the Violation Let do  not describe the
statute as “un.  riguous” because the Violation Letter still evinces an understanding that its
conclusion is driven by a clear statutory command with respect to drug manufacturers’

ligations. (See Tr.at21) Accordingly, the Court will vacate and set aside the Violation

Letter, just as it vacated and set aside the Opinion.

93 at 19; Tr. at 57; see also AstraZeneca, 543 F. Supp. 3d at 60) That error does not provide a
basis for “this Court to reconsider its assessment of the legislative history.” (D.I. 93 at 19)
Without the error, the Court’s analysis still would have been the same.

° The government maintains that the legislative history contradicts the Court’s
int _ etation. According to the government, Congress’ omission of the reference to drugs
“dispensed by” pharmacies located “on-site” was intended to remove a restriction on possible
disy ng mechani :for covered entities. (D.[. 93 at 19) .ue Court agrees with
Ast neca thatthe » ament’sreadit focuses too much on selected words in the omitted
phrase rather than on the omission of the entire phrase. As AstraZeneca explains, “once
Congress had dropped the (far longer and more specific) contract pharmacy language — thereby
limiting 340B discounts to sales made to covered entities themselves — there was no need to
specify that the covered entity who ‘purchased’ the drug also ‘dispensed’ it.” (D.I. 95 at 7; see
also Tr. at 19-20)

12
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1 [ s Court did not include the 1994 guidance™). In that document, HRSA
announced “final program guidelines regarding eligible covered entities.” Id. at 25,110. The
agency noted in the 1994 Guidance that “issues deal[ing] with manufacturer guidelines” were
“beyond the scope” of that document. /d. In explaining the covered entity guidelines, the 1994
Guidance refers to a comment in which a stakeholder asked the agency not to require
manufacturers “to sell directly to . . . a contract pharmacy,” but only to “covered entities and

tl rwholesalers.” Id. at 25,111. HRSA rejected that proposal because covered entities “often
use . . . contract pharmacies,” and the agency did not want covered entities to be discouraged
from participating in the 340B Program. See id.

The Court agrees with AstraZeneca that the government’s reliance on the 1994 Guidance
is faulty in a few ways. (See D.I. 95 at 10) First, the Violation Letter says that HRSA’s
position has been “consistent[] since the issuance of its 71996 contract pharmacy guidance” (AR
1) (emphasis added), a atement which plainly does not encompass the 1994 Guidance. Itisa
fundamental principle of administrative law that “a reviewing court . . . must judge the propriety
of [agency] action solely by the grounds invoked by the agency.” SEC v. Chenery Corp., 332
U 194, 196 (1947); see also Tr. at 52. Courts do not accept counsel’s “post hoc
rationalizations.” Burlington Truck Lines, Inc. v. United States, 371 U.S. 156, 168 (1962).
Second, and consistent with the Court’s analysis above, the government previously told the Court
expressly that the 1996 Guidance was the first relevant guidance document. (D.I. 76 at 65-66)'3

. uus, the Court should not even consider the 1994 Guidance.

13 While the government made this statement in connection with the Court’s review of

16
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In any event, the 1994 Guidance does not save the government, as it is inconsistent
regarding its implications for drug manufacturers. On one hand, it suggests that drug
manufacturers should be required to facilitate sales of 340B drugs dispensed by contract
pharmacies. See 1996 Guidance, 59 Fed. Reg. at 25,111. On the other hand, it acknowledges
that it is not providing a1 guidelines for manufacturers. Jd. at 25,110 (explaining that
“manufacturer guidelines” are “beyond the scope of this notice”). The Court hesitates to read
toc 1chintoasingle p _ )»hondrug manufacturers’ duties with respect to contract
ph acies when the whole document was never intended to impose any duties on drug
manufacturers.

Another reason for hesitancy in according any weight to the 1994 Guidance is that it
(somewhat confusingly) refers to sales from drug manufacturers “to intermediaries,” such as
contract pharmacies. Id. at 25,111 (emphasisad: ). Intl b ant litigation, however, the
government acknowledges that drug manufacturers are not required to sell covered drugs fo
pharmacies but, instead, insists that manufacturers must facilitate arrangements in which sales
are made fo covered entities through contract pharmacies. (See D.I. 93 at 23-25; D.I1. 94 at §
n.1) That is, on the government’s current view, drug manufacturers sell to covered entities — and
not to contract pharmacies — even when covered entities never physically possess the covered
outpatient drugs. The 1994 Guidance appears to have assumed the materially different view that

manufacturers would sell covered drugs directly “to intermediaries,” including pharmacies.

the Opinion, it is fair to conclude that the government’s statement also applies to the Court’s
review of the Violation Letter. (See D.I. 76 at 65-66) (Court asking if 1996 Guidance was “first
relevant guidance” in context of authorization for covered entities to work with contract
pharmacies)

17
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The 1994 Guidance is even more confusi~~ when considered alor  ide the 1996 and
2010 Guidance documen  If'the 1994 Guidance is read as having approved arrangements
involving multiple contract pharmacies, then the government would have to explain how and
why it tookan iwer view in the 1996 Guidance, when it limited covered 1itities to using only
a single contract pharmacy. Later, in 2010, it similarly would have to explain how and why it
was returning to a broader view. The administrative record does not reveal any credible
explanation, and the government has not offered one in the arguments before this Court.

The Violation Letter’s failure to acknowledge that the agency’s position has shifted over
time provides an independent basis for the Court to award AstraZeneca relief. See generally
Encino Motorcars, LLC v. Navarro, 579 U.S. 211, 221 (2016) (“[T]he agency must at least
display awareness that it is changing position and show that there are good reasons for the new
policy.”) (internal quotation marks omitted); FCC v. Fox Television Stations, Inc., 556 U.S. 502,
515 (2009) (“An agency may not, for example, depart from a prior policy sub silentio or simply
d egardru . that are still on the books.”). Accordingly, the Court will vacate and set aside the

Violation Letter.!*

14" All district courts that have considered similar violation letters addressed to other drug
manufacturers have at least partially vacated and/or set aside those letters, although they have
done so for different reasons. See Eli Lilly, 2021 WL 5039566, at *22-25 (holding that violation
letter was arbitrary and capricious because HRSA failed to explain its “change in position
regarding its authority to enforce potential violations of the 340B statute connected to co: -act
pharmacy arrangements”); Sanofi-Aventis, 2021 WL 5150464, at *34-36, 4. 5 (concluding that
340B statute is amb 101 on contract pha; icy arrang it but a ) holding that statute does
not permit manufacturers to place conditions on offers; vacating violation letters and agency’s
determination that manufacturers owe refunds to covered entities for further consideration of
how many contract pharmacies are permitted under statute); Novartis, 2021 WL 5161783, at *8-
9 (concluding that agency’s guidance “shifted over time” and setting aside violation letters

18
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