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UNITED STATES DISTRICT COURT
FOR THE DISTRICT OF COLUMBIA

AMGEN INC.,
Plaintiff,
V.

ERIC D. HARGAN Acting Secretary,
Department of Health and Human Serviaas,
al. Civil Action No. 17-1006RDM)

Defendants
and

TEVA PHARMACEUTICALS USA, INC.,
etal,

IntervenorDefendants

MEMORANDUM OPINION AND ORDER

The matter is before the Court on two motions: Amgrgs’'s motion to complete do
supplement the administrative record, Dkt. 38, and Amneal Pharmaceuticas(tA@heal”)
unopposed motion to intervene as a defendant, Dkt. 33. For the reasons that follow, the Court
will deny Amgen’s motion andill grant Amneal’s motionsubject to one conditiorin
addition, the Counteaffirms itsearlierdecision granting Watsdroaboratories, Inc(*"Watson”)

leave to intervene, subject to that same condite@eMinute Order (Aug. 15, 2017).
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. BACKGROUND

The Court recites only thosacts réevant to the pending motions.

A. Facts Relevant to Amgen’s Motion Td&upplementthe Administrative Record

In March 2004, the Food and Drug Administration (“FDA”) approved a New Drug
Application (“NDA") for Sensipar (cinacalcet hydrochlorid®r the tratment of(1) secondary
hyperparathyroidism in adult patients with chronic kidney diseaskatysis (2) hypercalcemia
in adult patients witlparathyroid carcinomand (3) severe hypercalcemiaaidultpatients with
primary hyperparathyroidism who are unable to undergo parathyroidectomy. DEO 1 a
(Compl. 1 26).Amgen the sponsor of the NDA, holds sealgpatents for SensipaOne of
those patents, which Amgen describea dsey pater]]l coveringSensipay’ is due to expire on
March 8, 2018.I1d. at 4-5 (Compl. 1 9).

The present dispute centers on whether Amgen is entitled to an additkomaintts of
marketexclusivityfor Sensipafand other drugs containing the same active moiety) under 21
U.S.C. § 355aan amendment tine FederaFood, Drug, and Cosmetic Act that Congress
enacted to “provide[] an incentive for a drug patent holder to conduct pediatric sttididsug
which the FDA believes may have beneficial pediatric uséytan Lals., Inc. v. Thompsqrd89
F.3d 1272, 1276 (D.C. Cir. 2004). Subject to certain exceptions not relevant to the pending
motion, § 355a provides an additional six-month period of “pediatric exclusivity” for quadifyi
drugs. It does so by, among other things, precludiag-DAfrom approving anybbreviated
New Drug Application (“ANDA")for a follow-on drugfor “a period of six months after the date
the patent expiresr(cluding ay patent extensions)subject to detailed rules relating to the
timing of thepediatric studies and the term, scope, and validity of the patent. 21 U.S.C.

8 355a(b)(1)B)(i); see als®21 U.S.C8 355(b)(2)(A)(iixiv) (describingcertification of ANDA



applicant that the patent has expjredl expire, is invalid, or will not be infringed); 21 U.S.C.
8§ 355())(2)(A)(vii)(1)—1V) (same).

Before an applicant may qualify for this additional period of exclusivity, kewéve
events must occufl) the FDA must determine “that information relating to the use of [the] drug
in the pediatric population may produce health benefits in that populai@)he FDA must
make a “writteé request for pediatric studieg3) the applicant must agree to that requébtthe
studies must be “completed using appropriate formulations for each age grouncfotive
study is requested tiin [the specified] timeframéand—most importantly for present
purposes—(pthe reports from those studies must be “submittecajtd] acceptetby the FDA.

21 U.S.C. § 355a(b)(1) (emphasis added). In deciding whether to accept or reject thetlsudies
FDA'’s “only responsibility [is] to determine . . . whether the stuti@ty respondto the written
request, have been conducted in accordance with commonly accepted sciemtifpdgsrand
protocols, and have been reported in acaamwith” the FDA'’s filing requirements. 21 U.S.C.

8 355a(d)(4) (emphasis added).

Amgen submitted a proposed pediatric study request for Sensipar in May 2007eand aft
extensive back and fortlthe FDAfinally issued a written request for pediatric studies of the
drug in May 2010. Dkt. 1 at 11 (Compl. § 28); Dk &t 4 The back and forth then continued
over the next several years, while Amgen performed—or attempted to perform—varghas.s
Dkt. 1 at 11 (Compl. § 28). Ultimately, however, the FDA concluded in May 2017 that Amgen’s
studies failed to “fairly respond” to the agency’s written requiestat 26-21 (Compl. { 49).

Amgen then,brought this action to challenge that decision, asserting claidey the
Administrative Procedure Act (“APA”), 5 U.S.C. 8§ 706(2), and the Due Process Clathse of

Fifth Amendment.ld. at 29-31 (Compl. §f 76-90). Amgamultaneouslynoved for a



temporary restraining order (“TRO”) and preliminary injunction, Dkt. 3, and thet®eld a
hearing orPAmgen’s motionseeMinute Entry (June 2, 2017)At the same time that Amgen
brought suit, it also sought formal dispute resolubefore the FDA.Dkt. 52-2 at 154 (BA
reconsideration decision).h& FDA declined to accept Amgen’s requestféomal dispute
resolutionwhile the company was actively pursuing litigation on the same méditeFollowing
the TRO hearinghoweverthe parties stipulated to stay this action pending complefiche
administrative process and further agreed that, in light of their stipulation, Asgeastion for a
TRO was moot. Dkt. 14.

The Court agreed to stay the action and denied Amgen’s motions for a TRO and
preliminary injunction as moai light of theFDA’s agreement to reconsider its decision
Minute Order (June 5, 2017pkt. 15. In pursuing itsequesfor reconsiderationAmgen
challenged the FDA's initial denial of pediatric exclusivitygeveral grounds, including one
ground that bears on the presemton: thatthe FDA ignored its own precedent in denying
Amgen’s application for pediatric exclusivityAlthough far from exhaustive of the FDA'’s
pediatric exclusivity decisions, the FDA and Amgen focused their analysisgundents on
eight “comparator” cugs. Dkt. 38t at 3-4, 7-9. The FDA rejected Amgen’s contention that
the agency had ignored its own precedent, and, indeed, concluded that its prior decigons wer
consistent with its decision denying Amgen’s application for pediatric exitlusDkt. 522 at
154-75.

The dispute, then, returned to this Court. The Court lifted the stay and set an agreed-
upon, expedited schedule for craasstions for summary judgmenbDkt. 25. Pursuant to that
schedulethe FDA proceeded to compile theradhistrativerecord. It did not, however, provide

the full complement of pediatric exclusivity documents folheaicthe eight comparator drugs



rather, the FDANncluded mly one document for most of those drugs. Dkt. 38-1 at 8. According
to Amgen although the relevant documentation may vary from case toacasaplete set of
pediatric exclusivity documenter each druggenerallyshould haveincludedthe Pediatric
Exclusivity Board meeting minutes, the completed pediatric exclusivity che Edisiew

Division manoranda, and the annotated Written Requiekt.

In SeptemberAmgen moved to complete or supplement the administrative record with
“documents that were befojine] FDA and[were] necessarily considered by the agency in
connection with its pediatric elkssivity decision for Sensipar.” Dkt. 38at2. Amgen argued
that the FDA should be required to supplement the administrative recorthreghcategories of
documents(1) “the Pediatric Review Board meeting minutes for Sensipar;” (2) “dodsmen
refleding FDA'’s consideration of theequests for pediatric exclusivity ftre eight comparator
drugs;” and (3) “any other documents reflecting the ‘consistency’ of B@Aplication of its
‘fairly respond’ standard.’ld. at3-5. Amgen asked the Court to erdheFDA to produce the
missing documents or to “certify that no such documents exist.” DIi&.83&.

Nine days aftethe parties completed briefimnthe relevant issuesgeDkt. 38; Dkt. 40;
Dkt. 41, the Court held a hearing in an effort to expedite resolution of the ikswexplained at
the hearing and reflected in a minute order entered that same d@puttielenied Amgen’s
motion with respect to the first and thicdtegories of documentS&eeMinute Order (Sept. 20,
2017). With respect to the first category, the Pediatric Review Board meeting minutes for
Sensipar, the Coudenied Amgen’s request amot. Id. In responding to Amgen’s motion, the
FDA represented that the minutes that Amgen sought did not exist, and it furttrchibss
anydraft minutes that may have been prepared were deliberativehars] wergroperly

excluded from the administrative recorfleeDkt. 40 at 5. Because Amgen acknowledged that



the FDA had included all of the relevant documents relatingnsifar, all agreed that there was
nothing further for the Court ecidewith respect to Pediatric Review Board meeting minutes
Dkt. 58 at 4 (Transcript of Hearing).

The Court also denied Amgen’s request wébpect to the third categeryany other
doauments reflecting the ‘consistgnof FDA'’s application of itsfairly respond’ standard—
on the ground that Amgen had failed to carry its burden of demonstratingesedocuments
were before the FDA when it made its decisiorthat unusual circumstees otherwise justified
inclusion of the documentis the administrative recordSeeMinute Order (Sept. 20, 201 8ee
alsoDist. Hosp. Partners, L.P. v. Burwell86 F.3d 46, 55 (D.C. Cir. 2015). As the FDA
clarified at the hearinghe agency “did not pull other files or . . . look at other files” beyond
those pertaining to the eight comparators when it rendered its decision. Dkt. 58aatstiipt
of Hearing). Nothing in the APA or in the case law requires an agency to include in the
administrative record any and all documents reflecting the consistenapconsistency-of its
application of a statute where there is no basis to conclude that the ageratlyconsidered
those materials.

This, then, left the second category of documents that Amgen sought to compefthe FD
to include in the administrative recerdhat is,documentselating tothe FDA’s pediatric
exclusivitydecisions for the eight comparator drugs. As the FDA explained at thedhetari
affirmatively introduced one of these comparators, Actiq, into the case by poiniirasta
relevant precedent at the hearing on Amgen’s motion for a TRO. Dkt. 58 at 7 (Tpaofcri
Hearing). Both parties, moreover, had previoustideessed a second drug, Mevacor, because
was the subject of a relevant decision from this Cdbeed.; see also Merck & Co. v. FDA

148 F. Supp. 2d 27 (D.D.C. 200I)he remaining six examples were raised by Amgen in



connection with its request that the FDA reconsider the denial of Amgen’s application f
pediatric exclusivity for Sensipar. Dkt. 58 at 7—8 (Transcript of Hearinghoégh the
administrative record contains certain documents relating to each of theseAngen

identified a number cddditionaldocumentshat itcontends the “FDA must have considered” in
deciding that it had consistently applied the “fairly respond” standard. Dkt. 38-1 at

With respect to this category of documents, the FDA clarified at the heaaintipéh
additional documents that Amgen would have it include in the administrative recadoter
“before” the agencyn the sense that anyone involved in the decisiaking process actually
thought about them; the agency disavowed any suggéktbit conglered the documents
that itdeclired to include them in the administrative recorerelybecause they were not cited
in its decision Dkt. 58 at 8, 15-1{Transcript of Hearing). Rathahe FDA explainedpnce the
agency found documents sufficient to understand the basis for its &ipplicbthe “fairly
respond” standard in the comparator cases, it saw no need to dig deeper eateto 10
reviewother potentially relevant documentsl. at 15-17Transcript of Hearing).

The FDA conceded at the hearing, however, that an agency is required to include in the
administrative recordot onlythose materials that it “directly” considered, bigothose that it
“indirectly considered,” and it further acknowledged that documents “thatiatecand explain
the documents that were [directly] considered” fall into the latter categuey necessary to
understand the documents that were directly considered. Dkt. 58 at 39 (Transcripiraf)Hear
The FDA thus offered thalf, “there [were] specific instances where [Amgen were to] say
['L] ook, we don’t understand what this phrase migans[that] something . . . needs to be
explained,” and Amgen could “explain how the record needs to be supplemented,” it would be

“open to hearing those arguments$d. at 39—-41 (Transcript of Hearing). The Court,



accordingly, ordered that the parties meet and confer regarding whether thistagtive record
should be supplemented regarding the eight comparators. Minute Order (Sept. 20TB617).
Court explained that the parties shodiscussvhetherany of thedocuments that Amgen seeks
to add to the administrative record “are necessary to discern the meaning of,spetdrial
references contained in the [aJdministrative [r]lecord,” and further ordergdf thecessarythe
parties file a joint®tus report with the Court describing any unresolved requesiseaific
documents.Id.

In response to the Court’s Order, Amgen narrowed its requesetdy-five documents,
all of which the FDA declined to add to the recoB8keDkt. 53 at 2. The paties submitted a
joint status reporsetting forth theirespectivgositions on whether each document was
necessary to make sense of “specific, material references” in the r&amidkt. 53-2. Given
the expedited briefing schedule, the Court issued a minute order on October 11, 2017, resolving
this dispute and explamg that the Court would issue a subsequent opinion setting forth the
reasons for the Court’s decisién.
B. Facts Relevant to Amneal and Watson’s Motions @ Intervene

Meanwhile, Tevd&Pharmaceuticals USA, InTeva”), Barr Laboratories, Inc., and
Watsonfiled an unopposedpint motionto intervene in this matter as defendants pursuant to
Rule 24. Dkt. 26seeFed. R. Civ. P. 24All three companies are indirectly owned by Teva
Pharmaceuticallndustries Ltd., a publicly traded corporation. Dkt. 26-2 at 1. The proposed
intervenors noted that FDA had already “granted tentative approval” to Teva'saarsl B

ANDA s, allowing them to market generic versions of Sensipar in thedutDkt. 26-1 at 8. The

1 In light of the Court’s minute order, Amgen’s renewed motion to supplement the
administrative record, Dkt. 59, BENIED as moot.



proposed intervenors further notibdt\Watson’sANDA was “under active review.1d. at 8.
The Court granted the motion to intervene. Minute Order (Aug. 15, 2017).

Shortly after the Court granted that motidimnealfiled an unopposed motion to
intervene as a defendant. Dkt. 33. Amneal noted that, althou§N@D# had “not yet received
tentative approvdl,the applicatiorwascurrently under review aritiat “recent activity bythe]
FDA indicates that approval will be granted the latest, by March 8, 2018,” wh&mgen'’s
patentis currently due to expired. at 9. Amneal also asserted that its interest in this litigation
was “no different from” Watson’sld. at 8.

In response to Amneal’s motion, the Caemtered an Qierhighlighting itsindependent
duty to satisfy itself that it has jurisdiction. Dkt. 37LlatThe Court further noted, moreover, that
(1) the Supreme Court has recently suggested that a separate showing of Adteledilig
might not be required when a proposed intervenor seeks the same relief soughtywdhpa
standing; (2) existing D.C. Circuit precedent, however, expressly redudtes party seeking to
intervene as of right have Article Ill standing; and (3) the D.C. Circuitésesved on the
guestion whether a party moving for permissive intervention must demonstrate @amithelat
basis of Article Il standingld. at 2. The Court, accordingly, ordered that both Amneal and
Watson“submit evidence” demonstrating that tentative applro¥ their ANDAs was “more
than merely speculative.ld. at 3. Amneal and Watsqgnn responssdijled supplemental
memoranda and declarationssupport of interventionSeeDkt. 44-1(Amneal’s redacted
supplemental memorandum); Dkt. 49 (Watson’s redacted supplemental memqgrandum
Although invited to address the jurisdictional issEBA continues to “take no position” on

Amneal and Watson’s motions to intervene. Dktab



lI. ANALYSIS
A. Amgen’s Motion To Supplement the Administrative Record

In the usual course, judicial review under the AB#ased orthe full administrative
record that was before the [agency] at the time [it] made [its] decisitiZens to Preserve
Overton Park, Inc. v. Volpd01 U.S. 402, 420 (1971). Indeed, this limitation is inherent in the
very nature of judicial review: “To review more than the information before tren{sg
decisionmaker] at the time she made her decision” opens the door to “post hoc rationalizations,”
Walter O. BoswelMem’l Hosp. v. Heckler749 F.2d 788, 792 (D.C. Cir. 1984), to consideration
of facts and arguments that were not presented to the denisiker,Nuclear Energy Inst., Inc.

v. EPA 373 F.3d 1251, 1297-98 (D.C. Cir. 2004), and to the Court substituting its judgment for
that of the agencyee Citizens to Preserve Overton Park, 1401 U.S. at 416Two
qualifications, however, temper this rule.

First, as the FDA concedes, “[t]he ‘whole’ administrative recordcansists of] all
documents and materials direatliyindirectly consideed by agency decisiomakers and
includeleqd evidence contrary to the agency’s positibnHoly Land Foundfor Relief& Dev. v.
Ashcroft 219 F. Supp. 2d 57, 65 (D.D.C. 2002) (quoflimpmpson v. Dep’t of Labp885 F.2d
551, 555 (9th Cir. 1989 emphasis addegyee alsdist. Hosp. Partners, L.P., v. Sebeli@¥1
F. Supp. 2d 15, 20 (D.D.C. 2013tainback v. Sécof the Navy520 F. Supp. 2d 181, 185
(D.D.C. 1989) Although it is not entirely clear what it meansrtdirectly consider documents
or materials, for present purposes the parties agree that this concesamterials that are
necessary to understand the documents that the adieectjy relied upon. Dkt. 58 at 37—-40.
Second, the D.C. Circuit has held that a district court should permit supplementation of the

administrative record if the moving party “can demonstrate unusual cirauastpistifying

10



departure from th[e] general ruleAm Wildlands v. Kempthorn&30 F.3d 991, 1002 (D.C. Cir.
2008). The Courof Appeals has identified three such “unusual circumstances”:

(1) the agency deliberately or negligently excluded documents that mapéawve

adverse to its decisiof?) the district court needeid supplement the record with

“background informationin order to determine whether the agency consdiall

of the relevant factorgr (3) the agency failed to explain administrative action so

as to frustrate judicial review.
Id. (internal quotation marks, citations, and alterations omitte&)also Dis Hosp. Partners,
L.P. v. Burwell 786 F.3d 46, 55 (D.C. Cir. 2015).

Applying these standards, the Court concludesAhagen has failed to carry its burden
of rebutting the “strong presumption” that the agency “properly designatedithieistrative
record.” Dist. Hosp. Partners, L.P971 F. Supp. 2d at 20 (internal quotation marks and citation
omitted. Amgen contends th#te twentyfive documents that it seeks to add to the
administrative record were “indirectly” considered because they are “ngcessliscern the
meaning of specific, material statements in the [a]Jdmnistrative [r]ecord ti@obésis for the
exclusivity determinationghe] FDA has cited as examples of ‘consistent’ application of its
otherwise unpublished interpretation of the statutory ‘fairly responds’ standakd.’53 at 2.
As Amgen further explains, six of the documents it seeks to add to the record—the annotated
written requests for six drugsare “necessary to explain [the] FDA’s unsubstantiated
conclusions in the Sensipar dispute resolution document that each of the . . . comparat[or] drug
sponsors either did or did not ‘meet the terms’ of their [w]ritten [r]lequest, and theateasons
that it failed to do so.d. at 3. It seeks to addirteenmore documentsthe Pediatric
Exclusivity Board minutes and pediatric exclusivity checklists for several drogsa similar

theory, explaining that the documents would likely disclose “whether the redststiges” for

those drugs “provided data sufficient for an indication or désatel amendment arfdvhether

11



the sponsor ‘fairly respond[ed]’ to the written requedtl’ at 5(internal quotation marks
omitted) And, finally, Amgen seeks to add six documentiseclinical reviews and summary
reviewsfor three drugs-to understand “whether the . . . comparator drugs’ studies produced
‘meaningful labeling.” Id. at 7.

As an initial matter, the Court notes thiar most of these comparator drugs, it was not
the FDA, but Amgen, that placed the comparisons in issue. As to one of the drugs, ithetrue, t
FDA pointed to a letter or memorandum during the TRO proceeding to rebut Amgen’s
contention that the FDA had not previously articulatedsthadard that @éppliedin this case.

Dkt. 58 at 7 (Transcript of HearinggeeDkt. 18 at 67—68 (Transcript of TRO Hearing). And, as
to another drug, both parties pointed to an earlier decision from this Court regardielgvhat
standard. For the most part, however, it is Amgen that has raised the question tukefek
has congtentlyappliedthat standard, and Amgen submitted evidence on this question to the
FDA in an effort to substantiate its claim of inconsistent treatment. The FDA, jrhagmelied

on and producedgency records #t it contends rebut Amgen’s contention and show that, in
fact, it has acted in a consistent manner.

Amgen is free to argue that the existing record fails to provide adequate soppuat f
conclusion. WhaAmgenseeks to d now, however, goes beyond that, and, in essence, amounts
to a request fodiscovery in an APA case in the hopes of finding some inconsistdimney.
twenty-five excluded documents are not needed to explain the meaning of the documents the
FDA actually considered or to understand oeltecidate the agencySensipadecision.

Instead, Amgen seeks the documents in order to teBOtA&s conclusion that no inconsistency
exists between its Sensipar decision and its earlier degidiatss, it hopes to disprove the

FDA'’s conclusion with documents that the agency did not consider, that were not atherwis

12



before the relevant decisianakers andthat Amgen itself has never seen because they are not
publicly available.Under these circumstances, it is a stretchfém to contend that the FDA
“indirectly considered”lese documents in regithg its decision Indeed, if the present facts
satisfy the “indirectly considered” standard, it is difficult to discern whatything, would
prevent APA litigants from obtaining what can only fairly be considered discaveigually
any APA case in which the plaintiff asserts that the agency has api@igdverning standard in
an inconsistent manner.

Nor has Amgen carried itsurden of showing that supplementatisijustified by
“unusual circumstancésFirst, there is nevidence that the FDA “deliberately or negligently
excluded documents that may have been adverse to its decissongthorne530 F.3d at 1002
(citation omitted) rather, as required, the FDA included only those documents thatinecty
or indirectly considered by agency decismakers Second, at least on the present record, the
Court is not convinced that it needs additional “background information in order to determine
whether the [FDA] considered all of the relevant factorsieniding whetheto grant Amgen
pediatric exclusivity.ld. (citation omitted).Again, Amgen is free to argue that the
administrativerecord does not support the FDA'’s decision or that the agency’s failure to
consider certain documents was, itself, arbitrary and capricious. Amgen doesdtiae
twenty-five documents, however, to address whether the FDA failed to consider relevant factors
Finally, the FDA has ndfailed to explain [its decision] so as to frustrate judicial revievd”
(citation omitted) The agency has alreadyoducedall the materials on which directly or
indirectly relied in denying Amgen pediatric exclugyy nothing more was requirgd permit
the Court to determine whether that decision comports with the A@&.Camp v. Pittg11

U.S. 138, 140—43 (1973).
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For these reasons, the Court BENIED Amgen’s motion to complete or supplement
the Administrative Record, Dkt. 38.

B. Amneal and Watson’s Motions To Irtervene

Under controlling D.C. Circuit precedent, a movant seekingtésvene as faight
pursuant to Rule 24(a) must possess Atrticle Il standBee Roeder v. Islamic Republic of lran
333 F.3d 228, 233-34 (D.C. Cir. 200Bund for Animals, Inc. v. Nortoi322 F.3d 728, 731-32
(D.C. Cir. 2003).Article 1ll, in turn,requiresthat the movanlemonstratéhat an unfavorable
decision would causéto suffer an injury in fadhat is “actual or imminent, not conjectural or
hypothetical.” Spokeo, Inc. v. Robing36 S. Ct. 1540, 1548 (2016) (quotingan, 504 U.S. at
560);see Fund for Animal$822 F.3d at 733.

Amneal and Watson argue that tentative approf/éieir ANDAsIs not a prerequisite to
standing. SeeDkt. 44-1 at 10; Dkt. 49 at 3-5. The Court agrees that tentative approvahis not
sine qua notfor standing.Rather, Article 11l requires a cad®-case assessment of whether the
proposed intervenor can “demonstrate a substantial phiyp#tat [it] will be injured’ if not
afforded the relief soughiNat. Res. Def. Council £PA 464 F.3d 1, 6 (D.C. Cir. 2006)
(internal quotation marks omitted)f Amgen prevailsn this action the eaikest possible date on
which Amneal and Watson will be able to bemarketinggeneric versions of Sensipaill be
delayed by six monthsThat delay, however, will make a difference only if Amneal and
Watson’s ANDAs would otherwise be approved before the expiration of that sixiperndd.
The “principal questioni,thereforejs whether Amneal and Watson haastablished
“substantial” probability that their ANDASs will receive tentative or final appidefore that

six-month period would expireAttias v. Carefirst, Ing.865 F.3d 620, 626 (D.C. Cir. 2017).
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Amneal asserts thégntative approvadf its ANDA is “imminent” and“contingent only
upon”a successfuleinspection othe facility where itsontractomwill manufacture the active
ingredient in Sensipar. Dkt. 44at 5-6. In support of this contention, Amneal proffére
declaration of Candis Edwards, Amneal’s Senior Vice President for Reguidtairs. Id. at 14
(Edwards Decly 2). According to Edwardthe site in question iseady for reinspection; and
Amneal expects “an FDA approval action by March 2018.”at 17 (Edwards Decl. {1 112).

Watson, too, argues that “FDA approval of Watson’s ANDA” is “likely to occur soon,
and certainly in time for this litigation to affect Watson'’s legal and commerciaéstset Dkt.

49 at 6. Watson has alsabmitted a declaration from pg&rent company’s Vice Presiddor
Regulatory Affairs, Scott Tomsky. Dkt. 49-1 (Tomsky Dechjter describing the current
status of Watson’s efforts to secure tentativyerapal, Tomskyattestghat “FDA is likely to
approve (on a tentative or final basis) Watson’s ANDA on or before March 8, 2@il&t 3
(Tomsky Declf 9).

The FDA hasiot taken a position on whether either AmregalVatson has accurately
predicted that the ANDAS will receivetentative approvah the near future, nor would the
Court expect the agency to announce its likely decision before completing thedgujaoess.
Although not surprising, that leas anuncontested factual record in which Amneal and Watson
have produced credible evidence that they are likely to obtain tentative approvaldrggore
Under these circumstances, the Court finds that both companies have carriedrtieirof
establishing that they have Article Il standing.

At the same time, however, the Court recognizes that the predictions of both companies
are nothing more than that—predictions of what is likely to happen. It is not unusual, moreove

for predictions of tis type toevolvebased on factual and regulatory developments. The Court
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will, accordingly, condition Amneal and Watson'’s intervention ofir thieligation to keep the
Court informed of any significant developments that may have material bearing loketihood
thattheir ANDAs will receive tentative approval in the near futtinié. for example, the
reinspection of the facility where Amneal’s contractor will manufactugeattive ingredient in
its version of Sensipar were not to go as expected, Amneal should so inform the Court.

On the present record, however, the Court is satisfied that Amneal and Watiskelyare
to receive tentative or final approval for thANDAs before the period of pediatric exclusivity
that Amgen seeks in this case would expire, and, on that basis, the Court concludes that both
companies have Atrticle Il standing to intervene. Their motions, moreoeannapposed. The
Court, accordinglyherebyGRANTS Amneal’s motion to intervenas of right Dkt. 26, and
confirms its prior decisiogranting Watson leave to intervene as of right, Minute Order (Aug.
15, 2017), subject to the condition described above.

SO ORDERED.

/s/ Randolph D. Moss
RANDOLPH D. MOSS
United States District Judge

Date: OctobeR4, 2017

2 Amnealand Watson may seek leave to file any such update containing confidential
information under seal.
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