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UNITED STATESDISTRICT COURT
FOR THE DISTRICT OF COLUMBIA

IPSEN BIOPHARMACEUTICALS, ING,
Plaintiff,
v Civil Action No. 16€v-2372 DLF)

ERIC D. HARGAN, Acting Secretary of
Health and Human Services,al,*

Defendants.

MEMORANDUM OPINION

Ipsen Biopharmaceuticalbic. (Ipsenjrings this suit under the Administrative
Procedure Act to challenge the Centers for Medicare & Medicaid Ser(@&sS) interpretaion
of theSocial Security Act-as expressed i lettersent to Ipsen-as arbitrary, capricious, and
contrary to law. Before the Court are the parties’ emetions for summary judgment.
Because the letter at issue does not qualify as final agency action, thevila@rent CMS’s
motion for summary judgment, deny Ipsen’s motion for summary judgment, and diseniss
complaint.
|. BACKGROUND
Ipsen markets various drug products in the United States. A.R. 1. In 2007, the Food &

Drug Administration (FDA) approved Ipsen’s new drug application (NDA) fmroaluct called

! Since the defendants filed their reply, Alex Azar has replaced Eric Hargan as @ter$eafr

Health and Human Services. No party has yet mowedbstitute Azar for Hargan as a

defendant, so the Court retains the defendants as they appear on the docket for purposes of the
case name.
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Samatuline Depot Injection thas iused to treaicromegaly’ Id. at1, 35-39.1n 2014, after
Ipsen had submitted additional user studies and propbsedjesn supplemental new drug
applications (sNDAs), FDA approved two supplemental applications: one that “piajpose
changedo the drug substance and drug product manufacturing processes, and to the drug
product container closure system” and another that “provide[d] for a new indicatiogé the
drug to treat a rare type of canc&ee idat40, 76. Ipsen calls the products approved through
the sNDA process Somatuline EDI. a 1.

Thepatrties disputevhether Somatuline ED isreew drug for purposes of the Medicaid
Drug Rebate Program (MDRPT.he Social Security Act requires drug manufacturers to
participate in the MDRP as a condition of Medicaid payment for covered outpatiest Sey
42 U.S.C. § 1396r-8. As part of that program, manufacturers provide rebates to the states for
sales of prescription drugs covered by Medicadg.8 1396r-8(a)(1). The amount of those
rebates is calculated using a statutorily set formdl& 1396r-8(c), and that formula uses a
drug’s “base date average manufacturer price” (AMat is, a number reflecting the average
manufacturer’s price for the first full quarter aftedrag enters the marketas part of the
calculation. If SomatulineED is a new drug, Ipsen can calculate and report a new base date
AMP for it. If not, Ipsen must continue to use the AMP for the “old” version of Somatulin
Depot Injection.SeeDef.’s Opp’n & Cross-Motat -6, Dkt. 16-1(describing the process).

On Jamary 7, 2015, Ipsen sea letter to CMS-the federal agendgasked with
administeriig the Medicaid program—expressing its view that “the Somatuline ED products

should be considered ‘new produatstitied to baseline AMPs separate distinctfrom those

2 Acromegaly is “a condition involving excessive growth of the hands, feet, and facesasta
of excessive grothh hormone production during adulthood.” Pl.’s Mot. at 4, Dkt. 13.



of the correlating Somatuline Injection products.” A.RThe letter explained in detail why
Ipsen believed Somatuline ED was entitled to its own AMP and informed CMS psat‘l
intend[ed] to proceed with this approach absent CMS instruction to thamohtd. at4. On

July 2, 2015, CMS replied to Ipsen via email. CMS’s estaiied that CMSappreciate[d]” the
nature of the changepden made and “the time, effort and financial support” involved, but
concluded that Ipsen’s changes “d[id] not nmtbetcriteria for the establishment of new base date
AMPs for the three strengths of Somatuline EJ” at6. CMS provided a brief analysis and
concluded that “the baseline data for these three NDCs [for Somatuline EDerelsinged to
reflect the orignhal baseline data of Somatuline Depold. On July 30, Ipsen emailed CMS and
stated that it would seek review of the decision and “would continue to use its ne@akblisbed
base date AMP pending further review by HHE&” at11.

On September 21, Ipsen (through counsel) sent another letter tptRiM&me
requestinghat CMS’s Office of General Counsel review the initial determination gitga
meeting to discuss the isswd again arguing that its Somatuline ED products were entitled to
new base date AMPdd. at9-21. Ipsen’s letter concluded that CMS “should reconsider its
decision reflected in the July 2, 2015 email and should approve Ipsen’s request tchastablis
base date AMPs for its Somatuline BEduct.” Id. at21. On August 3, the Director of the
Division of Pharmacy sent a twaage letter reiterating CMS’s position and stating that CMS
“maintain[ed]” that the factors Ipsen relied upon “d[id] not warrant estabkst of new base
date AMPs foithe three strengths of Somatuline EDd: at 34. The letter stated that it was not
“a final agency action or even an initial determination on a reimbursement’clam

Ipsen filed a complaint on December 5, 2016, and now “request[s] that the Edared

that Somatuline ED is a new and different drug product from its predecessor for puopibse



MDRP and set aside CMS'’s contrary determination.” Pl.’s Mot. at 12, Dk{Tth8 parties have
since filed crossnotions for summary judgment. Dkts. 13, 16.
. LEGAL STANDARDS

A court grants summary judgment if the moving party “shows that there is namgenui
dispute as to any material fact and the movant is entitled to judgment as a matter éiddw
R. Civ. P. 56(a)see also Anderson v. Liberty Lobby, J@Z7 U.S. 242, 247-48 (1986)Vhen a
plaintiff seeks review of an agency decision under the Administrative ProokduiaPA),
summary judgment “serves as the mechanism for deciding, as a matter of &henthe
agency action is supported by the administrative record and otherwise consibténe WPA
standard of review.'Sierra Club v. Mainella459 F. Supp. 2d 76, 90 (D.D.C. 2006). “[T]he
entire case . . . is a question of law” and the district court “sits as an appdilataltt Am.
Biosci, Inc. v. Thompsqr269 F.3d 1077, 1083 (D.C. Cir. 2001) (internal quotation marks and
footnote omitted).

The Administrative Procedure Act provides that “final agency action for whetie is
no other adequate remedy in a court [is] subjepidicial review.” 5 U.S.C. § 704. To be
“final” under this provision, the action must satisfy two conditions: “First, the action mist ma
the consummation of the agency’s decisionmaking proc#saust not be of a merely tentative
or interlocutory nature. And second, the action must be one by which rights or obligations have
been determined, or from which legal consequences will flawS. Army Corps of Eng’rs v.
Hawkes Cq.136 S. Ct. 1807, 1813 (2016) (quotiBgnnett v. Speab20 U.S. 154, 177-78
(1997)). Here, both parties “agree that CMS'’s interpretation . . . was the consummason of
decisionmaking process,” as “CMS is not still considering how to respond todpstears.”

Def.’s Replyat 2-3, Dkt. 20. The issue is thus whether CMS’s August 3, 2016 letter is an action



by which rights or obligations have been determined, or from which legal conseqwéhces
flow.3
1. ANALYSIS
“The law in this area is hardly crispRhea Lana, Inc. v. Dep’t of Lahd24 F.3d 1023,
1027 (D.C. Cir. 2016). That is at least in part becafiiee “‘pragmatic’ and ‘flexible’ nature
of the inquiry as a whole.1d. (quotingNat’l Ass’n of Home Builders v. U.S. Army Corps of
Eng’rs, 417 F.3d 1272, 1279 (D.C. Cir. 2005)). As a result, there is language in Supreme Court
and D.C. Circuit opinions that seemingly pulls in bditectiors. The Supreme Court, for
example, recently characterized its 1956 decisidirazen Foodn terms that would seem to cut
in favor of findingreviewability here:
Although the order “had no authority except to give notice of how the [Interstate
Commerce] Commission interpreted” the relevant statute, and “would haceafhe if
and when a particular action was brought against a particular carrier,” winhaielde
order was nonetheless immediately reviewable. The order, we explained, &yams
carrier, who does not have authority from the Commission to transport those
commodities, that it does so at the risk of incurring criminal penalties.”
U.S. Army Corps of Eng’rs v. Hawkes C1836 S. Ct. 1807, 1815 (2016) (Roberts, C.J.) (quoting
Abbott Labs. v. GardneB87 U.S. 136, 150 (1967) aRdozen Food Express v. United States
351 U.S. 4044 (1956)) (internal citations omitted). Yet the D.C. Circuit has statesll after

the decisions ibbottandFrozen Food—that“the case law is clear that [courtatk authority

3 Thereis some question whether CMS was correct to concede that its letter marked the
consummation of its decisionmaking proce€$. Southwest Airlines Co. v. Dep’t of Transp.

832 F.3d 270, 276 (D.C. Cir. 2016é)of reaching issue “whether an agency’s mere
characterization of a previously issued guidance letter as open to recormidecatld suffice

to render the letter noimal”); see also idat 275 (noting D.C. Circuit has “fouradguidance
document was non-final in part because there was no indication that the agency hadhepplied t
guidance as if it bound regulated parties”); Def.’s Reply at 5, Dkt. 20 (“CMg8& does not

bind CMS to its interpretation of the statute . . . .”). But because the Court concludks that t
letter here did not determine rights or obligationsarasion the flow of legal consequenades
need not address the fiBénnettfactor.



to review claims under the AP#here an agency merely expresses its view of what the law
requires of a party, even if that view is adverse tqtrgy.” Ctr. for Auto Safety v. Nat'l
Highway Traffic Safety Admind52 F.3d 798, 808 (D.C. Cir. 2006) (quotindep. Equip.
Dealers Ass’n v. EPA72 F.3d 420, 427 (D.C. Cir. 2004) (Roberts, J.)) (some internal quotation
marks omitted).But see Cibaseigy Corp. v. EPAS01 F.2d 430, 438 n.9 (D.C. Cir. 1986)
(“[Aln agency may not avoid judicial review merely by choosing the form adter e express
its definitive position on a general question of statutory interpretatjod.’at 436 (“Once the
agency publicly articulates an unequivocal position, however, and expects regulaied &ntit
alter their primary conduct to conform to that position, the agency has voluntangurghed
the benefit of postponed judicial review.’And there is cleatlisagreement among sitting
Justices of the Supreme Court about how to vievBtneettest Compare Hawkesl36 S. Ct.
at1817 (Kagan, J., concurring) (relying on “[tlhe creation of [a] safe harbor[] which Wiads t
agencies in any subsequent litigatian’satisfyBennetts second prong)ith id. at 1818 n.*
(Ginsburg, J., concurring in part and concurring in the judgmeating that thd8ennettest,
“contrary to Justice Kagan’s suggestion, does not displace or alter the approaciityo final
established byAbbot{ and [Frozen Foog) .

Because the relevant finality precedent lacks biligletrules,Rhea Lana824 F.3d at
1027, the Court will look to thieoldingsof those precedents and compare them to the CMS
letter in this case. That inquiry convinces the Court that CMS’s August 3detemot stack up
with other actions deemed final this Circuit

The factsm Independent Equipment Dealers Association v. BRAstrikingly similar to
this case.There, arade associatiowrote to EPA “seeking EPA’s concurrence in its

interpretation of emissions regulations pertaining to ‘nonroad engines.” .3d2aF421. EPA



“replied that it did nbconcur in [the trade association’s] proffered interpretatiod.” The D.C.
Circuit, in an opinion by then-Judge Roberts, held tiatetter failed to satisfigennetis
second prong: the letter “[clompell[ed] no one to do anything” and “had no bgieéfect
whatsoevernot on the agency and not on the regulated communiitly.at 427. And the court
cited a slewof cases in support of that propositiddeeReliable Automatic Sprinkler Co. v.
CPSC 324 F.3d 726, 732 (D.C. Cir. 2003) (agency actiarwiewable where agency “has not
yet made any determination or issued any order imposing any obligation . . . gdamyin
right. .., or fixing any legal relationship’AT&T v. EEOC 270 F.3d 973, 975 (D.C. Cir. 2001)
(agency action unreviewable whéeam agency merely expresses its view of what the law
requires of a party, even if that view is adverse to the pafyR}5 Funding Corp. v. HUD76
F.3d 1212, 1214 (D.C. Cir. 1996) (agency action unreviewable where order “does not itself
adversely affeccomplainant but only affects his rights adversely on the contingency of future
administrative actiéh(quoting Rochester Tel. Corp. v. United Statd87 U.S. 125, 130 (1939)
(internal quotation marks omittedlyt

The D.C. Circuit has also stated that “interpretative rules or statements gf polic
generally do not qualify” as final agency actiohm. Tort Reform Ass’n v. OSHA38 F.3d 387,

395 (D.C. Cir. 2013). In distinguishing binding norms from statements of policy, court®look t

4 TheIndependent Equipment Dealarsurt appeared teely at least in part on its conclusion that
EPA’s interpretatiorprovided nothing newSee idat 426—-28. Here, by contrast, Ipsen argues
as part of its arbitrary and capricious challetigg CMS’s interpretation “was unknown” and
divorced from its prior policy. Pl.’s Mot. at 25-27, Dkt. 13; Pl.’s Reply at 24-25, DktCMS
argues the contrarySeeDef.’s Opp’'n & CrossMot. at 5, 9-10, 29-30, Dkt. 16-1; Def.’s Reply
at 3, Dkt. 20. But it is unclear whether the novelty of the interpretasagosed tdts lack of
practical effect, was necessary to the decisidndependent Equipment Dealesendit is not
obvious thanhoveltyhas any logicabearing orfinality. SeeNat’l Envtl. Dev. Ass’n’s Clean Air
Project v. EPA752 F.3d 999, 1007 (D.C. Cir. 2014) (“If an agency action annourtmesiag
change in its enforcement policy whichmediately affectthe rights and obligations of
regulated parties, then the action is likely final and subject to reviemphasis added)).



(1) whether the action imposed any rights and obligations; (2) whether the actionedye left

the agency free to exercise discretion; (3) the agency’s characteriZatoown action; (4)
whether the action was published in the Federal Register or Code of FedgraltiRes; and (5)
whether the action hdsnding effects on private parties or on the ager@y. for Auto Safety
452 F.3d at 806-07. Here, (1) the letter has no independent legal effect; (2) CMS is not bound to
its opinion as expressed in the letter, and may bring—or not benfpreement actions
irrespective of the position expressed in the letter; (3) the letter itself disdaingsfinal

agency action, and CMS has adhered to that characterization; (4) the letsentvasly to Ipsen
and does not appear to have been publighgd/herelet alone the Federal Register or Code of
Federal Regulations; and (5) the letter habindingeffects on Ipsen, and any practical effect it
may have is addressed below.

Ipsen argues that “those cases areppajte because they deal with policy statements
and interpretive rules, respectively, rather than a decision directed tocalparegulated entity
that states a definitive legal position and exposes the plaintiff to adversedegatjaences.”
Pl.’s Reply at 7, Dkt. 18 But that response is unconvincing for a number of reasons. First, itis
not clear that the limited scope of CMS’s lettarssentially a oneff “directed to a particular
regulated entity~favors Ipsen Cf. Ctr. for Auto Safefyt52 F.3d at 806 (publication in Federal
Register or Code of Federal Regulations cuts in favor of reviewabilitypn8ethe letter itself
does not “expose[] the plaintiff to adverse legal consequences”; rather, “theo$§ipsen’s]
liability . . . remainsexactly as it was before” it received the lettBiat’l Ass’n of Home Builders
v. Norton 415 F.3d 8, 16 (D.C. Cir. 200%ee also idat 15 (noting that “failure to comply does
not change the legal burden placed on the government . . . in a suit for injuelo&f/g AT&T,

270 F.3d at 976 (“The Commission has not inflicted any injury upon AT&T merely by



expressing its view of the lawa view that has force only to the extent the agency can persuade
a court to the same conclusion.”). And thittgre is clear overlap between the analyses for
whether an action is a general statement of policy (as opposed to a rule) amet wiataction

is final. See Citr. for Auto Safet$52 F.3d at 805-11.

Finally, the D.C. Circuit has considered letters from an agencyinaneven where they
appear more serious than the one at issue hetdolistic Candlers & Consumers Association v.
FDA, the court deemed ndmal fifteen “warning letters” sent from FDA to fifteen
manufacturerand distributors of ear candl@s664 F.3d 940, 941-42 (D.C. Cir. 2012). The
lettersadvised that “FDA considered [the] candles to be adulterated and misbranded medical
devices’ instructed the recipients to “take prompt action to correct [the identifiedjiievs”
from the law, “regest[ed]” that the recipients discontinue marketing, promoting, and distributing
the candles, and warned that “[flailure to promptly correct these deviationsesatyin
regulatory action.”ld. at 942. At a subsequent meeting between FDAoaedf the letter
recipients, FDA reiterated its position and “asserted that FDA did not intend to apgrove
candles for use in the market,” although the meeting did conclude with FDA invitisp@aee
from the letter recipientld. The court held tht the warning letters failed to satisfy either of
Bennets two prongs, in part because the letters were FDA’s method of seeking voluntary
compliance, were “informal and advisory,” and “d[id] not commit FDA to taking eefaent

action.” Id. at 944 (quoting FDA Manual § 4-1-1).

5> “Ear candles arhollow tubes made of fabric soaked in beeswax or paraffin; a user places one
end in his ear and sets the other on fire with an open flaldedt 941. Though the FDA
apparently found their health benefits dubious, proponentseddimy ould alleviate

conditions ranging from sinus congestion to attention deficit disorder to vision prolfaasd.

at 942.



The cases I cites fail to demonstrate that an agency’s legal opinion expressed in a
letter, without more, can satisBennetss second prongin Hawkes EPA’s jurisdictional
determination denied a legal safe harbor to the emyp136 S. Ct. at 1814. But here, no matter
which position CMS had taken in its response to Ipsen, Ipsen would never have hadeany “saf
harbor.” SeeDef.’s Reply at 5, Dkt. 20In Rhea Lanaa letter from the Department of Labor
informing a company #t it was violatinghe law “rendered knowing any infraction in the face
of such notice, and made [the company] susceptible to willfulness penaltie®thdinot
otherwise apply.” 824 F.3d at 10Z&e also Sackett v. EP366 U.S. 120, 126 (2012)
(comgiance order final where it created legal obligation to restore proaedygxposed
challenger to double penalties in future enforcement proceeddug)lpsen concedes that
CMS’sletter does not impute any legally relevant scietitat would enhance fure penalties
SeePl.’s Reply at 6, Dkt. 18In Appalachian Power Co. v. EREPA’s guidance document
“read[] like a ukase” and “g[ave] the States their ‘marching orders,” leadingsalafl States to
“fall in line” and insist on compliance with theliglance for regulated entities to recepaFmit.

208 F.3d 1015, 1023 (D.C. Cir. 2000). But here, Ipsen does not need any such permit; it self-
reports its drugpricing data to CMS as part of the rebate progr&aeA.R. 99. And inBaxter
Healthcare Cop. v. Weeks643 F. Supp. 2d 111 (D.D.C. 2009), CMS denied a drugmaker’s
request to reclassify one of its products, which affected reimbursemenarat created a

financial disincentive for providers to administer the product to Medicare biamiefc I1d. at

114. But, againlpsenselfreports its drugpricing data; itdoes not need CMS to take any action
at all, and is not requesting anything other than CMS’s blessing over its own practices.

Two cases-CSl Aviation Services, Inc. v. Department of Transporta687 F.3d 408

(D.C. Cir. 2011) ancCiba-Geigy Corp.801 F.2d 430—come closer, but still do not push the

10



letter in this case over the finality line. Those cases found a-aedskesist letteand letters
directing companies to modify their pesticide labels, respectively, fyescy action for three
reasons: (1)he agency took a definitive legal position concerning its statutory auth@jtyng
case presented a purely legal question of statutory interpretation; ahd &jeincy’s letter
imposed an immediate and significant practical burde8l Aviation Sers, 637 F.3d at 412
(citing Ciba-Geigy, 801 F.2d at 435-37)The practical burdens in those cases weegghty. In
CSI Aviation Serviceshe ceas@anddesist order “cast a shadow over CSI’'s customer
relationships, tainted almost every aspect of its-k@ngn planning, and impaired the company’s
ability to fend off competitors,” and the letter’s “very purpose” was “to prongitt€ shut down
its operations.” 637 F.3d at 418 Ciba-Geigy(which predate®ennet), compliance would
have beerostly and noncompliance woubdve“run the risk of serious civil and criminal
penalties for unlawful distribution of ‘misbranded’ products.” 801 F.2d at 43&e@%also
Pharm. Research & Mfrs. of Am. v. HHISS8 F. Supp. 3d 31, 45-46 (D.D.C. 2015) (finding
third factor satisfied where compliance would require pharmaceutical manufactusefis t
certain drugs at reduced pricasd would directly affect datp-day business by forcing changes
to accounting systems and incsg®y auditing expenditures).

But these casamust be read in light of the D.C. Circuit’s statement that “[p]ractical
consequences,’ such as the threat of ‘having to defend itself in an administrating saould
the agency actually decide to pursue enforcement,” are insufficient to braggery’s conduct
under [courts’] purview.”Indep. EquipDealers 372 F.3d at 428 (quotirigeliable Automatic
Sprinkler Co, 324 F.3d at 732)ee alsdCtr. for Auto Safetyd52 F.3d at 81¢‘[D]e facto

compliance is not enough to establish that the guidelines havedadonsequences.”);

Norton 415 F.3d at 15 (“[I]f the practical effect of the agency action is not a certaigecivan

11



the legal obligations of a party, the action is non-final for the purpose of judiciei:&vi The
unifying principle behind these caseas well ag-rozen Foodand theHawkesCourt's reading
of it, see supra—may be the “flexible” and “pragmatic” nature of the finality inqui§ee Rhea
Lana 824 F.3d at 102 Hawkes 136 S. Ct. at 1815Because of that flexibility‘'whether an
agency letter threatening enforcement action is subject to judicial rears®g based on the
circumstances.'CSI Aviation Servs637 F.3d at 414 n.2.

Here, the circumstances dot show the requisite “immediate and significant” practical
burden on IpsenSee idat 412. The burden here is less significant than in casdsrbken
Foodand other cases, where potential criminal liability exis®eeDef.’s Opp’n & CrossMot.
at 14, Dkt. 162 (listing only civil enforcement mechanism&MS’s letterdoes not force Ipsen
to alter itsbusiness model or ddg-day practicesin fact,the record indicates that Ipsen
continuedo seltreport a new base date AM& Somatuline ED ean after CMS initially
declined to acquiesce in Ipsen’s interpretatiSeeA.R. 4, 6, 11.Compliance costs are low:
Ipsen must already have reporting systems in place to report AMPs, and waqulidrsiport a
different numbef. The letter, unlike theetters in many of the cases on which Ipsen relies, does
not threaten any enforcement action. The letter was not even a CMS initiditivas simply a
response to Ipsen’s request that CMS acquiesces imtérpretation.Cf. Rhea Lana824 F.3d at
1028 ("Agencies routinely use such letters to warn regulated entities of potenigiorie
before saddling them with expensive and demanding enforcement actions. Tredting suc

reminders of regulated parties’ legal obligations as final and judicialigwebk agency action

® True, Ipsen would presumably lose money under the rebate program if it usédRHaat
CMS believes is appropriate. But in lighttbé case lavdescribed above, that cost does not
seem to rise to the “immediate and significant” change in a company’s busiogskthat some
cases have found sufficient to warrant judicial review, particularly in ligtiteoconflicting
statements iother cases.

12



would discourage their use, ‘quickly muzzl[ing] . . . informal communications betvgestias
and their regulated communities . . . that are vital to the smooth operation of both government
and business.”) (quotinbpndep. Equip. Dealers#s’'n, 372 F.3d at 428).

The Court thus concludes that CMS’s August 3 letter does not qualify as final agency
action, and is therefore unreviewable under § 704. As a result, the Court does not reésh Ipse

substantive challenges to CMS’s interpretation.

CONCLUSION
For the foregoing reasons, the Cawift grant CMS’s motion for summary judgment,
deny Ipsen’s motion for summary judgment, and dismiss the complaint for failstate a

claim.”

(Cobery L Puiniit.

DABNEY L. FRIEDRICH
United States District Judge

Date: September 22018

"The D.C. Circuit has sent conflicting signals about whett¥¥48&s finality requirement is
jurisdictional. Compare DRG Funding Corpr6 F.3d at 1214 (“The requirement of a final
agency action has been considered jurisdictionalith Reiable Automatic Sprinkler Cp324
F.3d at 731when “judicial review is sought under the APA rather than a particular statute
prescribing judicial review, the requirement of final agency action is nodictimal”). The
laterin-time case intimatethat the proper methddr dismissing nonfinal claims isfor failure
to state a claimReliable Automatic Sprinkler C824 F.3d at 731see also Holistic Candlers
664 F.3d at 943Pharm.Research & Mfrsof Am, 138 F. Supp. 3d at 39 n.5 (“Although the
D.C. Circuit has occasionally characterized the issue as ‘jurisdictigrialfiow ‘firmly
established’ that ‘the review provisions of the APA are not jurisdictidr{aternal citations
omitted)) The Court thus follows that approach.
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