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UNITED STATES DISTRICT COURT
FOR THE DISTRICT OF COLUMBIA

RANBAXY LABORATORIES, LTD, et al,
Plaintiffs,
V.
SYLVIA MATHEWS BURWELL, Secretary, Civil Action No. 14-1923BAH)
United States Department of Health and
Human Services, et al. Judge Beryl A. Howell
Defendard,
V.
DR. REDDY’S LABORATORIES|NC.,
ENDO PHARMACEUTICALS, INC. VAX
PHARMACEUTICALS, INC, TEVA
PHARMACEUTICALS USA, Inc.

Defendanintervenors.

MEMORANDUM OPINION

A subsidiary of the plaintifisRanbaxy Laboratories, Ltd. and Ranbaxy, Inc.
(collectively, “Ranbaxy” or the “plaintiffs”), paidn 2013 what was then the “largest drug
safety settlement” in history, amounting to $500 million, in connection with criroireges for
falsifying data and manufacturing adulterated drugs at two of its facilitieslia. ItJ.S. Dep't of
Justice, “Generic Drug Manufacturer Ranbaxy Pleads Guilty and é\gpeeay $500 Million to
Resolve False Claims Allegations, cGMP Violations and False Statements AlieMay 13,
2013,available athttp://www.justice.gov/opa/pr/generdrugmanufactureranbaxypleads
guilty-andagreespay-500million-resolvefalse During the course of the investigation into the
plaintiffs’ (now) admitted wrongdoing, thEéederal defiedantsin this case-the Secretary of

Health and Human Services, the Commissioner of the U.S. Food and Drugigtdation
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(“FDA”), and the FDA—granted “tentative approval” five Abbreviated New Drug

Applications (“ANDAS”") submitted by the plaintiff®r the manufacture of certain generic drugs
at the same facilities involved in the plaintiffs’ subsidiary’s criminal c&s=Defs.” Mem.

Opp’n PIs.” Mot. Prelim. Inj. and Supp. Defs.” Mot. Summ. J. (“Defs.” Mem.”) at 10-17, ECF
No. 52.

Years after the @nt of those ANDAswhentwo of these tentative approvals were
preventing other drug manufacturésm comingto market with generic versions of costly
medications, th&DA reexamined and revoked two of those five tentative apprdwals,
esomeprazole andhlganciclovir,stating the approvals had been granted “erroneously.” Defs.’
Mem. at 3; Compl. § 38, ECF No. 1; Administrative Record (“AR”) at 1 (Letter from €D
plaintiffs regarding esomeprazole and valganciclovir ANDNev. 4, 2014 (the “Rescission
Letter”)). This agencyaction prompted thplaintiffs to file the instansuit, contending that the
Federaldefendants had no authority, statutory or otherwise, to correct their egregausnelr
rescind the tentative approvalSee generallzompl. Now pending before the Court is the
plaintiffs’ Motion for Preliminary Injunction (the “Pls.” Mot.”), ECF No. 41; tRederal
defendants’ Motion for Summary Judgment (the “Defs.” Mot.”), ECF No. 51; and the Motions
for Summary Judgment from four other generic drug manufacturers, Dr. Redbypsataies
(“Dr. Reddy’s”), Endo Pharmaceuticals, INCEndo”), Ivax Pharmaceuticals, Inc. (“lvax”), and
Teva Pharmaceuticals USA, Inc. (“Tevd'\hich have each been granted leave to interirene

this mater as defendants, ECF 8l&b3 and 73. Although theFDA'’s practices which

Llvax is a subsidiary of TevageFRCP 7.1 Statement and Certificate Req. by LCvR 7.1 for lvax and Teva at 1,
ECF No. 72, and, although the two companies each intervened individbaltyyadefendantntervenors moved
jointly for summary judgment, Mot. of lvax and Teva for Summ. J. at 1, E€F 8L

2The Court consolidated the hearing on the plaintiffs’ Motion for Pralimyi Injunction with its consideration of
the merits of the plaintiffs’ claimsMinute Order, Nov. 21, 2014geFeD. R. Civ. P.65a)(2).

2



apparentlyed to these errorsaise grave concerngeFederaldefendants’ interpretation of the
relevant portions of the Food, Drug, and Cosmetics Act (the “FD@#&ermittng the
rescission of the erroneously issued tentative appra/edasonable. Consequently, federal
defendants’ and defendant-intervenors’ motions are granted and the plaintiftsh isadieniec?.
l. BACKGROUND #

The statutory regime under which geneaftag applications, such as those at issue here,
are approved, is complex. Thus, a brief summary of the regulations governing AXDAlseir
approval is provided before turning to thistory of the plaintiffsapplications, the concurrent
investigations into the plaintiffgnanufacturing processes by the FDA, and the procedural
backgroundf the instant matter.

A. The Statutory Regime

All pharmaceutical manufacturengshing to sell their products in interstate commerce
must first seek approval from the FDA in compliance with 21 U.S.C. 8 355. New drug
applications (“NDAS”) are subject to rigorous application protocols under whichptieant
must prove the drug is safe and effecti@e21 U.S.C. 8 355(b); Defs.” Opp’n PIs.” Mot.
Temp. Restraining Order (“Defs.” TRO Opp’n”) at 5, ECF No. 22-1. The applicantatsast
provide information about patents used in the doudor using the drugito which a claim of
patent infringement could reasonably be asserted if apeaxst licensed by the owner engaged

in the manufacture, use, or sale of the drug.” 21 U.S.C. § 355(c)(2).

3 Portions of the AR in this matter contain confidential or sensitive irdtiom, which portions are unavailable to
the public and, in some cases, to one or more of the parties tasgkisThe Federal defendants and plaintiffs refer
to some of those portions in their submissions, which have bednufilder seal with redacted versions publicly
available. Consequently, this Memorandum Opinion will be filed undgéifeea limited period tollw, first, the
Federal defendants, and then the plaintiffs, the opportunity to geapty redactions necessary to protect such
confidential or otherwise sensitive information.

4 Although the defendasibtervenors have submitted extensive legal memoranda and exhibibstioesof the
pending motions is predicated entirely upon the administrative regbnditted and the arguments raised by the
plaintiffs and the Federal defendan



1. The HatchWaxman Amendments

Between 1962 and 1984, companies wishing to manufacture generic versions of drugs
already approved for use had to follow the same rigorous steps as in a new doagiappl
before the drug could be approved and sel@n though the generic equivalent wéectively
identical to a brand name dragd.R Rep. No. 98-857, pt. 1, (Report of the House Committee
on Energy and Commerce on Drug Price Competition and Patent Term RestoratianlAet
15 (1984). In 1984, Congress passed the Drug Price Competition and Patent Termdtestorat
Act, codified in 21 U.S.C. § 355. Colloquially known as the “Hat¢txmanAmendments the
amendments created a process by which generic drugs could be approved os tifeabasi
“abbreviated” new drug application, an ANDBY “piggy-back[ing]” on the studies already
completed by the pioneer drug manufactufefrC v. Actavis, IndActavig, 133 S. Ct. 2223,

2228 (2013)see Mylan Labs, Inc. v. Thomps889 F.3d 1272, 1274-75 (D.C. Cir. 2004).

This statutorychange removed a major expense for generic drug manufacturers, since
“[ulnlike an NDA, an ANDA need not contain clinical evidence of the safety or efficacgof th
drug.” SeeTeva Pharm. Indus. Ltd. Crawford 410 F.3d 51, 52 (D.C. Cir. 2005). Its purpose
is “to speed the introduction of low-cost generic drugs to market;aco Pharm. Labs., Ltd. v.
Novo Nordisk A/$Caraco, 132 S. Ct. 1670, 1676 (2012), thus increasing competition and,
theoretically, lowering price§eva Pharms. USA, Inc. v. Sebelibg5 F.3d 1303, 1305 (D.C.

Cir. 2010). To further this goal, the Haté¥'axman Amendments included the “salled
paragraph IV certification."Caracq 132 S. Ct. at 1677. Since “the FDA cannot authorize a

generic drug that would infringe a patend’at 1676, Congress required ANDA applicants, in

>The FDA had created “its own abbreviated procedures for generic copies of piamgsstSerono Labs., Inc. v.
Shalalg 158 F.3d 1313, 1316 n.1 (D.C. Cir. 1998)t did not apply those procedures to drugs approved after 1962
H.R. 8B-857pt. 1at 16. In other words, the FDA'’s administrative abbreviated procedures amgpiigdo pioneer

drugs approved prior to 196&ee id.
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21 U.S.C. 8 355())(2)(AVii), to certify that the generic drugonld not infringe upon any valid
patents

2. Paragraph IV Certification

Relevant to the instant matter, one of the bases on which an ANDA applicant nifgty cert
that its product will not infringe any lid patents is by certifying that some or all of the patents
used in the making of the pioneer drug are invalid. 21 U.S.C. 8§ 355(j)(2)(A)(vi))(IV). Knswn a
a paragraph IV certification, this course of action entails significansimee it will almost
inevitably “provok[é litigation” and, indeedthe mere filing of a paragraph IV certification is
deemedo be “an act of infringement, which gives the [pioneer drug manufacturer] an iatmedi
right to sue.” Caracg 132 S. Ct. at 1678ee35 U.S.C. § 271(e)(2)(A). Assuming the pioneer
drug manufacturer timely files suit, the FD@aynot approve the ANDA, “usually for a 30-
month period,” while the patent dispute is litigatéttavis 133 S. Ct. at 2228.

To incentivize manufacturers to take advantage of paragrapériNications, despite the
considerable expense and difficulties, the HMéxman Amendments included a provision
allowing the firstgeneric manufacturer to file an ANDA predicated on this certificatidenjoy
a period of 180 days exclusivity (from the ficetmmercial marketing of its drug)fd. at 2228—

29 (citing 21 U.S.C. § 355(j)(5)(B)(iv)Jreva Pharms. USA, In&95 F.3d at 1305 (noting
exclusivity provision designed to “compensate [generic] manufacturersseanch and
development costs as well @ risk of litigation from patent holders” (internal quotation marks
and citation omitted; alteration in original)Jhis exclusivity functions as a migeneric
monopoly for the generic drug manufacturer, providing a 180-day period in which onlgsthe fi
generic manufacturer may compete with the pioneer diatavis 133 S. Ct. at 2229. This
incentive can be worth “several hundred million dollars,” but it can “belong only torghe fi

generic to file.” Id. (citations omitted).



3. Forfeiture Triggers

While the 180day exclusivityperiod holds out the promise of substantial monetary
compensation for firste-file genericmanufactures, it is not guaranteedl he exclusivityis
forfeitedif any statutorily defined “forfeiture event” occurs. 21 U.S.C58(B(5)(D)(i). An
applicant forfeitsany 180-day exclusivity byl) failing timelyto market the drug after certain
specified events have occurrédl,§ 355(j)(5)(D)(i)(1); (2) withdraving the ANDA, eitheritself
or constructively by the agenc\as a result of a determination by the Secretary that the
application does not meet the requirements for approval under [21 U.S.C. 8§ 355{9(4)],”

8§ 355())(5)(D)(i)(1); (3) amending or withdrawing the applicant’s paap IV certificationsid.
8 355())(5)(D)(i)(1); (4) failing to obtain tentative approval “within 30 montfigiathe date on
which the application is filed, unless the failure is caused by a change ievoew of the
requirements for approval of the application imposed after the date on which thatapplg
filed,” id. 8 355())(5)(D)(i)(IV); (5) entering into an agreement “with another appljdastlisted
drug application holder, or a patent owner” found to be in violation of antitrustithws,

8 355(j))(5)(D)(i)(V); or (6)expiraton of the valid patents that woudtherwisebe infringed if
the ANDA applicant marketed its drug, 8 355(j)(5)(D)(i)(VI).

The forfeiture triggers were added to § 358§anamendment to the Medicare
Prescription Drug, Improvement, and Modernization Act of 2003 (the “MMA”). 108 Pub. L.
173, 117 Stat. 2066, 2448—-64. Onehaf amendmerd primary sponsors noted during the final
floor debate that the forfeiture triggers’ pusgowvas to “ensure that the 188y exclusivity
period enjoyed by the first generic to challenge a patent cannot be used &nadiotd prevent
additional generic competition.149 Cong. Rec. S15746 (daily ed. Nov. 24, 2003) (statement of
Sen. Schumer). The amendment was prompted by some “brand and generic companies . . .

abusing this [180-day] exclusivity period-both through collusive agreements and use of othe
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tactics” that prevented the timely appearance of generic drugs in the markelplacbe
amendments were intended to “end this abuse because the generic companiytdorfeits
exclusivity if it doesn’t go to market in a timely manneld. In shortthe amendments were
viewed asimportant, pro-consumer cost containment provisiond.; see alsad. at 15761
(statement of Sen. Frist)The [amendments] also take[] additional steps to reduce or eliminate
the delays in the movement of ganetrugs to the marketplace.”).

Although Congress’ stated goal with the 1984 and 2003 amendmentd-GAewas to
bring generic drug products to market faster, the Act still requires AaiipAicants to fulfill
myriad statutory requirements before receiving approval to market ageeesion of a pioneer
drug. This approval process is discussed below, since the transition from one dtageeid,t
and whether those transitions are irrevocablether&ey questions @&sue in the instant matter.

B. The ANDA Approval Process

The Federal defendants describeee significant “milestones” in the ANDA prosegl)
when the ANDA may be “received” by the FDA because it is “substantially compleatietisat
the agency may conduct a “substantive revid»efs.” Mem. at 5; (2) when an ANDA receives
“tentative approval,id. at 6; and (3) when an ANDA receives finat “effective,” approval;d.
Each milestone is described in further detail below.

1. Substantially Complete

An ANDA does not require the submission of the results of human clinical triags, as
required for NDAs, but the application materials are substantial and goverstatuig. See21
U.S.C. 8 355(j)(2)(A). An ANDA must contaimter alia, “information to show” the
bioequivalence of the proposed generic dautihe pioneer drugd. 8 355())(2)(A)(ii), id. §
355())2)(A)(iv); a certification regarding any potential patent infringement, doly if
applicable, the aforementioned paragraph IV certificatohr§ 355(j)(2)(A)(vii); and “the items
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specified in clauses (B) through (F) of” 21 U.S.C. § 355(b)(1), which is the section of @% FD
governing the contents of NDAs, 21 U.S.C. 8 355(j)(2)(A)(vi). By cressrencing and

incorporating certain clauses of 8 355(b)(1), Congress required ANDAS to contain

(B) a full list of the articles used as components of such drug; (C) a fulhstat®f the
composition of such drug; (D) a full description of the methods used inhardddilities and
controls used for, the manufacture, processing, and packing of sug;H{E)y such samples of
such drug and of the articles ds&s components thereof as the Secretary may require; (F)
specimens of the labeling proposed to be used for such drug.

21 U.S.C. § 355(b)(1). Thus, ANDAs must contain all the elements required for NDAs under

8§ 355(b)(1) except for “full reports and investigations which have been made to show whether o
not such drug is safe for use and whether such drug is effective for use” aaabiassts

required under [21 U.S.C. § 355¢.1d. The agency “may not require that an abbreviated
application contain information in addition to that required by” the statdtes 355(j)(2)(A).

The Federal defendardammarizehat 8 355(j)(2)(A) requires, in essence, that the ANDA
applicant “demonstrate that its proposed generic drug product is the same asitlayre
approved-innovator drug in several respects and that the ANDA sponsor can reliably
manufacture the drug product.” Defs.” Mem. at 4.

FDA regulations mandate that “within 60 days after FDA receives an apphictie
agency will determine whether theplication may be filed.” 21 C.F.R. § 314.101(a)(1). In
reviewing the application, the FDA determines if the ANDA complies with the tefrms o
8 355(j)(2)(A) and any applicable agency regulations so that the “applicatigificgestly
complete to permia substantive review.Td. 8 314.101(b)(1). The same regulation lists the

acceptable reasons for the agency to refuse to “r¢feare ANDA and the procedure to perfect

621 U.S.C. 855c pertains to certain special assessments and other requirementsafocpses of new drugs and
biological products.



the application.ld. § 314.101(d), (e). Once this “threshold determinationees made, the
ANDA proceeds to the next phase of its review

2. Tentative Approval

The substantive review of an ANDA “involves reviews by many disciplines of various
aspects of an application, including bioequivalence, chemistry, labeling, andactanag;
and, according to thieederal defendants, “often requires multiple ‘review cycles’ before an
application is ready for approval.” Defs.” Mem. asBgAdmin. Rec. (“AR”) at312-14
(routing slip for tentative approval of generic ANDA, showing reviewtdgast twelve FDA
employeeks’ The purpose of this review is to determine whether an ANDA meets the statutory
requirements for approval such that the drug can be sold in interstate com8e=2&.U.S.C.
§ 355(j). Since an ANDA is, by definition, based on a drug that has already been approved for
marketing and, consequently, has been found to be safe and eff@stMdDA “shall” be
approved by the FDA unless the ANDA fails to meet certain conditioclsidimg if “the
methods used in, or the facilities and controls used for, the manufacture, processingkiagd pac
of the drug are inadequate to assure and preserve its identity, strength, godlpyrity.” Id.
8 355())(4)(A).

As the Federal defeadts point out, however, “[t]he timing for ANDA approval depends,
in part, on statutory patent protections afforded to the innovator drug.” Defs.” MémIrat
other words, an ANDA may meet all the requirements for approval, b&CtAemay be barred
by statute from approving the application until such time as certain patents for elehre

pioneer drug expiran such cases, the agency may grant the ANDA “tentative approval.”

7 Per the Court’s order, the entire AR has been submitted fmmerareview. Minute Order, Jan. 6, 201dge
LCvR 7(n)(1). Citations to page numbers in the AR refer to the “batsipshumber in the lower right corner of
each page. Albage numbers in the AR are preceded by the letters “FDA.”
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21 U.S.C. § 355())(5)(B)(iv)(IN(dd)(AA). “Tentative approval,” accorgl to the statute, “means
notification to an applicant by the Secretary that an applicatiderthis subsection meetbe
requirements of paragraph (2)(A), but cannot receive effective approval bévaagplication
does not meet the requirements of this subparagrapt®. Id..”

Tentative approval is often an intermediate step between the submission of atslilysta
complete application and “effectiagproval”’ allowingthe marketing of a generic drugytthe
practical importance of tentative approiwalimited. “A drug that is granted tentative approval .
. . Is not an approved drug and shall not have an effective approval until the Secre¢sramnss
approval after any necessary additional review of the application.” 21 U.S.C.

8 355())(5)(B(iv)(Ih(dd)(BB); 21 C.F.R. § 314.107(b)(3)(v) (“Tentative approval of an
application does not constitute ‘approval’ of an application and cannot, absent a final lapprova
letter from the agency, result in an effective approval . . .Ngvertheless, teative approval

does affect theligibility of an ANDA applicanfor the 180eay exclusivity periogbrovided in

21 U.S.C. 8 355(j)(5)(B)(iv).

As previously noted, the first ANDA applicant to file an ANDA with a paragraph IV
certification is eligible fortie 180-day exclusivity period, so long as none of the forfeiture
triggers added to the law in 2003 app8upraPart 1.A.3. One of those six forfeiture triggers,
described as “forfeiture events” in the statute, is the failure of the ANDKkcapp“to oltain
tentative approval of the application within 30 months after the date on which the applsat
filed....” 21 U.S.C. 8 355())(5)(D)(i)(IV). Thus, while tentative approval, standing aloes,

not provide any tangible benefit to the ANDA applicant, if an ANDA applibasbme<ligible

8 Tentative approval also may be granted on the grounds that effective @pyaonot be granted because “there is
a period of exclusivity for the listed drug under subparagraph (F) dJ@1IC.§ 355a] . . . or there is aykar
period of exclusivity for the listed drug under [21 U.S.C. § 360cc].” 21 U&3B5(j)(5)(B)(iv)(I1)(dd)(AA).
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for the 180-daygeneric marketingxclusivity, the securing of tentative approval is necessary
within a set time period in order to avoid forfeiting that exclusivity®

Importantly for the present dispute, the FDA maintains that its “policy . . . wagsl
been, and remains, that an ANDA is not eligible for tentative approval absersfacsaty
showing of CGMP compliance.” Defs.” Mem. at 29.

3. Final Approval

The eleven reasons allowed by statute for declining to provide final approval to an
ANDA are set forth in 21 U.S.C. § 355(j)(4). Amonggeeultiple reasons for the FDA to deny
approval of an ANDA are that (1) the agency finds a drug’s manufacturinggsrox be
“inadequate to assure and preserve [a drug’s] identity, strength, quaditguaty,”id.

8 355(j)(4)(A) (2) the generic drug is not shown to be sufficiently similar to the pioneeridtug,

8§ 355(j)(4)(C);id. 8 355(j)(4JF); (3) the drug’s mactive ingredients “are unsafe for use under the
conditions prescribedjd. 8 355(j)(4)(H); (4)the approval of the pioneer drug has been revoked,
id. § 355(j)(4)(1);(5) “the application does not meet any other requirement of paragraph (2)(A),”
id. 8 3%(j)(4)(J); and(6) “the application contains an untrue statement of material fidct,”

8 355(j)(4)(K).

Final approval does not follow by operation of law from a tentative approval |Ster.
Ranbaxy Labs Ltd. v. FO&0 F. Supp. 2d 15, 21 (D.D.C. 2004) (noting tentative approval does

not convert to final approval “automatically” upon the cessation of patent ligatid

9 Under the President’'s Emergency Plan for AIDS Relief (‘“PEPFARLU)gsithat have received tentative aptov
but are barred from sale in the United States because of patent or other igxqustiection may be purchased by
the United States Agency for International Development (“USAIDdistribution outside the United States, under
certain circumstance#AR at 128. This tangible benefit does accrue for certain generic drugouseakt tAIDS
based on tentative approval alone, but is a limited exception to the gener&ealel. Notably, the FDA states in

its description of the PEPFAR program ttesitative approval “signifies that the product meets all safety, efficacy,
and manufacturing quality standards for marketing in the U&."Neither of the ANDAs at issue in this litigation
are on the list of approved drugs for the PEPFAR progtaesd. at 12864 (listing all “Antiretrovirals Approved
and Tentatively Approved in Association with the President’'s Emeygelan Expedited Review Process”).
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expiration of a patent that previously prevented final approval). Rather, @ss&yp
contemplated in § 355()(B)(iv)(I)(dd)(BB), final approval accrues only after “any necessary
additional review of the application” by the FDA after the impediments to final eplpittat
necessitated a grant of tentative approval have been rertfo¥@ace final approval is

requested, the agcy once again reviews the ANDA and determines whether final approval
should issue SeeAbbreviated New Drug Application Regulations; Patent and Exclusivity
Provisions, 59 Fed. Reg. 50,338, 50,352 (Oct. 3, 1994) (statifggbecy will examine the
application to determine whether there have been any changes in the conditionshicidérev
application was tentatively approved” before sending notice of final approval)

Once an ANDA has been granted final approval, the manufacturer may begintbelling
drug in interstate commerc&ee2l U.S.C. § 355(a). Even after a drug has been marketed,
however, the agency retains the ability to revoke that final apprédiad. 355(e). The agency
“shall, after due notice and opportunity for hearing to the applicant, withdraw appfara
application with respect to any drug under this section,” when it makes one or mgee of f
findings: (1) that “such drug is unsafe for use under the conditions of use upon the basth of w
the application was approved?) that “new evidence of clinical experience,” indicates the drug
is no longer safe for use; (3) that new evidence indicates the drug is naveff@gtthat
appropriate patent information was not filed in a timely manner; or (5) “thapghlieation
confins any untrue statement of a material fatd.” If the Secretary determines that “there is
an imminent hazard to the public health,” the application may be suspended “immnggdaatiel

an expedited hearing to be held after such suspenklon.

10 The agency requires applicants whose ANDAs are tentatively approved tivatsidhe applicatins “prior to
final approval” by submitting a “Minor AmendmentFinal Approval Requested™ letter “90 days prior to the date
[the applicant] believe[s] that [its] ANDA will be eligible for final appravakE.g., AR at 233 (tentative approval
letter forANDA 77-830 (esomeprazole)).
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The agency “may also, after due notice and opportunity for hearing to the applicant,
withdraw the approval of an application” if the Secretary finds that (1) “thecapplnas failed
to establish a system for maintaig required records, or has repeatedlgelrberately failed to
maintain such records . . .;” (2) that new information “evaluated together with thenegi
before him when the application was approved, [shows that] the methods used in, or ties facili
and controls used for, the manufacture, processing, and packing of such drug are inaalequate t
assure and preserve its identity, strength, quality, and purity;” or (3) thahfeewmation
combined with knowledge previously available to the Secretary shows that “thadadfeduch

adrug . . .3 false or misleading.1d.

To sum up, an ANDA typically passes through three dispheases of FDA reviewn
thegenericdrug’sway to the marketplaceA generic drug manufacturerust first perfect an
application beforéhat applications reviewed on the merits. If the ANDA could be approved,
except for the presence of blocking patents or other periods of exclusivity, the AfdpAe
tentatively approved, which approval does not allow the marketing of the drug but ne&ayoser
preserve eligibity for a 180-daygeneric marketingxclusivity periodoy eliminaing a potential
forfeiture event. After any patent impediments are removed, the ANDA enggainted final
approval, at which point the drug may be marketed in interstate commercdinBlospproval,
an ANDA'’s approval must be revoked, after due notice and hearing, pursuant to ¢attbamys
requirements, and may be revoked in certain other circumstafsentext for the treatment
of the ANDAs at issue in this litigation, the Cotutns next to a review of the recent history of

enforcement actions against the plainti#ftsa result of rampant compliance problems at the
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plaintiffs’ production facilities in Indiavhere the generic drugs at issue were to be
manufactured

C. The Plaintiffs’ Repeated Compliance Failures

The history of the plaintiffs’ complianeeor lack therecfwith Current Good
Manufacturing Practice (CGMR} their facilities in India, where the piéiffs planned to
manufacture the generic drugs at issue inltiggtion, is extensive These compliance
problems were apparently ongoing before, during, and even after the Fedemdba¢s gave
tentative approval tthe ANDAsat issue.The Federal defendants now adthdt graning
tentative approval to these AMs wasegregious error, which the FDi&ctified, in November
2014,by rescinding the tentative approvalBhese are the agency actiamallenged by the
plaintiffs in this lawsuit.

1. The 2006 Inspection

The plaintiffs’manufacturing facility in $nour District, Himanchal Pradesh, India
(“Paonta Sahib”), was inspected by the FDA between Februaap@@5, 2006 in connection
with certain of the plaintiffs’ pending NDAs and ANDAs, including for arntoeiral drugs on
the list of PEPFAR approved medicatiohattweremanufactured at the facilityAR at 1488
(Establishment Inspection Report, Ranbaxy Laboratories, Ltd. SimouicDistdia facility for

inspection beginning Feb. 20, 2006 and ending Feb. 25, 2006 (the “2006 Inspection Report”)).

At the time ofthe 2006 Inspection Report, the plaintjjj|| | |G
—————




As reported in the 2006 Inspection Rep| GGG
|
- idl. a
14981506 |
|
N, ' ot 1507
e '
I o I <. ot 1507-0c |
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The plaintiffs discounted these observationthree letterdiled with the FDA. AR at
1478-83 (Letter from plaintiffs to FDA, Mar. 22006);id. at 1475%7 (Letter from plaintiffs to
FDA, Apr. 20, 2006)id. at 1469-74 (Letter from plaintiffs to FDA, May 25, 200&).each

letter, the plaintiffs addressed one or more of the FDA'’s observations, eférangfn

explanation for the observatiosee, e.gid. at 1481 (notin (G
I ). o1 noting that the

plaintiffs had adopted new practices in response to the observaten®.qg.id. at 1477 (noting

ne

12 Testing a drug’s stability determines the amount of time the drogins safe and effective for usetimihe
results of such tests determining the expiration date for the testedSkadJnited States v. Baxter Healthcare
Corp, 901 F.2d 1401, 14345 (7th Cir. 1990).
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2. The 2006 Warning Letter

Despite these explanations and implemented changes, the FDA issued a “Waeiteirig
to the plaintiff on June 15, 2006, noting that the inspeafdhe Paonta Sahib facility “revealed
significant deviations from U.S. Current Good Manufacturing Practice (QGBulations . . .
in the manufacture of drug productdd. at 1462 (Letter from FDA to plaintiff, June 15, 2006
(the “2006 Warning Letter)) The 2006 Warning Letter acknowledged the plaintiffs’ “actions to
restructure the stability group and institute a Management Review Comiuitieersee the
stability program,” but noted that the agency “still [had] concerns regatlde observations.”

Id. Even with the changes, the FDA stated that “[t|here is no assurance that titg stahple
test intervals for each attribute examined have been met to assure valid estirstatietity.”
Id. at 1463.

Perhaps foreshadowing later problems that would develop with the plaintiffs’séport
the FDA, the agency noted that the plaintifexlaverred that “a hard copy handwritten master
list. .. identifies all the samples placed in each of the stability chambers fatititg. 1d. at
1464. The FDA investigators, however, did not see anymaater list “nor was it mentioned
or provided to the investigative team when they initially requested the samipt@kogr
throughout the inspection.ld. The 2006 Warning Letter required the plainttissubmit a
print-out of another log pertaining to stability sampling that the FDA investigatarsaalisd to
observe on their inspection, and further noted ¢batinof the plaintiffs’ explaations were
seltcontradictory. See id.(noting “samples cannot be for both ‘investigational purposes’ only
and ‘impurity profile trending/deviations’ because impurity testing is @fatie drug product
stability programyj; id. at 1466 (“the purpose of these ‘stand-by’ samples remains unclear . . . .

[p]lease chrify if these samples are for ‘investigational’ purposes, ‘impurityiletafending, or
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for ‘regulatory global filings’ and explain the rationale for storage ofetisasnples 4l for up
to [ months.”).

Additionally, the 2006 Warning Letter contained details of the FDA’s own studies
finding that certain drugs from the Paonta Sahib facility “show much lower pesaindhese
batches within approximately three to six months of release, and well beforexjhieation
dates,” as well as findings ofégeral abnormalities” among antiretroviral drugs shipped by the
plaintiff to African nations under the PEPFAR prograBee idat 1467. As a result, the 2006
Warning Letter advised the plaintiffs that “[u]ntil FDA has confirmedecion of the
deficiercies observed during the most recent inspection and compliance with CGMPs, ¢his offi
will recommend withholding approval of any new applications listing your Paattid &cility
as the manufacturer of finished pharmaceutical drug produicts.”

In late August 2006, the plaintiffs responded to the 2006 Warning Letter by reaffirming
their intention “to improve our quality programs and to enhance [their] operatiofiaimppance
at the Paonta Sahib facilityd. at 1436(Letter from plaintiffs to FDA, Ag. 29, 2006). As part
of that commitment, the plaintiflsdvisedthat they had retained a consulting firm “to verify that
[their] stability laboratory program improvements are effective andraystand to verify the
effectiveness of [their] commitments made in response to the Warning’LéttefThis
consulting team’s assessment began in early July 2006 and was still ongoingugsisif29.

Id. The plaintiffs also included a detailed response to the 2006 Warning Letter, idgntify
changes made to their policies and procedures in response to the FDA’s obselmatiating

some dditional documentationSee idat 1438-59. A month later, and of particular importance

for the instant ANDAs, the agency reque<
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Id. at 1434 (Letter from FDA to plaintiffs, Sept. 27, 2006).

Thepromised audit results proved to be a sticking point between the agency and the
plaintiffs. In response to the FDA's request, the plaintiffs noted that Stoma and
PAREXEL's understanding that it is FDA'’s policy not to review or copy apgns or records
that result from such audits” and, consequently, the plaintiffs believed that tureinthev
report would “affect the candor with which personnel would approach future audits, and make
them a far less valuable tool for senior management and for the company as a Whale.”
1431 (Letter from plaintiffs to FDA, Oct. 13, 2006). The plaintiffs offered to work wigh t
agency to provide “other relevant materials” while stopping short of producing theepafi.
Id.

On November 29, 2006, a team from the plaintiffs, including the plaintiffs’ CEO,
President, counsednd a VicePresident from the plaintiffs’ consulting firrmet with twelve
FDA staff regarding the 2006 Warning Lettéd. at 1424 (FDA’s Meeting Minutes, Nov. 29,
2006) The agency expressed concern at the meeting “that there appeared to be adéaek of gl
corrective actions” in response to the 2006 Warning Letter and pegperplaintiffs’
representatives with questionSee idat 1425-28. In response to at least one of the concerns,
the plaintiffs’ consultant noted that certain “information was not provided” toadhguttant
“when requested” and believed that certain discrepancies between the plaintifsttiecoof
certain events and the inspectors’ memories was “due mainly to communicatiensy’ 1d. at

142713

B The plaintiffs’ minutes of the meeting indicate that the outside camtwibucheddr the plaintiffs’ efforts and

good intentions, stati
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The PAREXEL audit report was a specific topic of discussion. “The Agency clarified
that FDA's poligy of not requesting company audits does not apply to third party audits,” such as
that conducted by the plaintiffs’ consultarf8ee idat 1428. The plaintiffs’ consultant averred
that“disclosing results of audits to the Agency would be destructive to the compaiay{s
program and be destructive to [the plaintiffs’] quality improvement goals &orofedisclosure of
audits to the FDA.”Id. The agency dismissed those concerns, noting that “audits are routinely
received and reviewed by [the agency], and requested to see any informatamukthdne
provided by Parexel.Id. The plaintiffs agreed to “consider the requedt’ As to the scope of
the audit, the plaintiffsconsultant stated that the consultant was “doing a retrospective
verification of stability samples” and that a review of the accuracy of “adéntand future
ANDA filings” and that the results for the pending ANDAs “will be completed . . . and provided
to the Agency in December, 20064.

Finally, theFDA reiterated to the plaintiffs that the “hold on Ranbaxy’s application[s]’
instituted as part of the 2006 Warning Letter “would not be removed until the facilgy
inspected to ensure that updated prooesihave been implemented and global issues have been
addressed.d. Although the plaintiffs appeared to push for a re-inspection as soon as possible,
the agency noted that it “would be difficult to schedule mspecton in January, 2007, as this
does not allow for sufficient preparation timdd. Nevertheless, thEDA agreed to “work to
schedule the rspection as soon as it is possible” after the additional information the plaintiffs’

promised the agency in December 2006 was receivket 1429.

AR at 1416
(Plaintiffs’ Minutes of Ranbaxy/FDA Meeting, Nov. 29, 2006).
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The FDA conducted its re-inspection between January 26 and February 1, 2007, finding
the Paonta Sahib “site acceptable for APfSAR at 1374Memo of Teleconference between
FDA and plaintiffs’ counsel, Apr. 5, 2007)he plaintiffs admitted in aApril 2007
teleconference with the FDA that “Ranbaxy had not yet addressed all of [the]FkDAcerns
from the June 2006 Warning Letter,” and that the audit of “stability raw labordabay was
still ongoing. Id. at 1375. The FDA informed plaintiffs that until they “reviewed the audit
report” which the FDA had requested during the November 2006 meeting, “FDA could not
complete its CGMP compliance assessment” necessary to lift the hold on ipigptess
plaintiffs’ ANDAs. See id.

3. The Plaintiffs Seek Whdrawal Of FDA’s Compliance Hold

Two days before the plaintiffs’ would lose their 180-d@yeric marketingxclusivity
for a drug, tamsulosin hydrochlorideahich is not at issue in this litigatierdue to the
plaintiffs’ failure to obtain tentative approval within thirty months of the AN®gubmission,
the plaintiffs notified the agency that “the retrospective stability verificgtromised during the
November 29, 2006 meeting between Ranbaxy and FDA has been completed, and that the
company’s ANDA submissions are being updated today to reflect changesedentihe
course of the review.ld. at 1371 (Letter from plaintiffs to FDA, June 18, 2007). The plaintiffs
averred thawvith the completiorof this retrospective review, the agency should be able to “lift
the application hold related to Ranbaxy'’s finished dosage facility at Paonka Bal in time
to grant tentative approval to the plaintiffamsulosin ANDA so as to preserve the pogdiior
180-day exclusivity.ld. The plaintiffs summarized the review’s findings, noting that three

categories of errors were found and updates made to correct those erraigniigantly,“in

M «AP|” stands for “active pharmaceutical ingredients.”

20



no case did the correohs affect the previous conclusions about the stability of the sanigle.”
at 1373.

Shortly after the submission of the corrections occasioned bytthspective review,
theFDA requested further information, including access to the plaintiffs’ conssltstability
verification audt reports. See idat 1366 (Letter from plaintiffs’ counsel to FDA, July 27, 2007
referring to “meeting with FDA on June 26, 2007”). In late July 2007, the plaintiffs’ cbunse
provided the reports due to “the importance of resolving the hold,” eveghhiwey “were
initially prepared under privilegé.ld. The plaintiffs’ counsel summarized the reports as
showing a tiny proportion of errors discovered during a review of a sample of thigffslai
stability tests, and averred that the plaintiffs hadkén exhaustive steps to assure the accuracy of
data contained in its stability reports and ANDA submissioid.’at 1370.

At the same timéhatthe plaintiffs were advocatirfgr the FDA tolift the compliance
hold on products manufactured at Paonta Salfledaralkriminal investigation into the
plaintiffs was ongoing.See idat 1362 (Email chain between plaintiffs’ counsel and FDA, Dec.
27-28, 2007referring to“implications for the criminal case of providing the auditdespite
the FDA'’s persitent requests to review the audit reports from PAREXEL, the plaintiffs idsiste
that these audits were privileged and would not be produged.id. The failure to submit the
audits resulted in the withdrawal of an ANDA for clarithromycin, a drug foclwthe plaintiffs
did not have 180-day exclusivity but would otherwise have been able to market at the beginning
of 2008. See idat 1365. The compliance hold continue&ee id.

4, The 2008 Inspection

Between March 3 and March 7, 2008, FDA inspectors returnie folaintiffs’ facilities

in India, this time to inspect a “new” plant, called “the Batamandi plant,” wivas{il}
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I sc</R at 1316 (Establishment Inspection Report, issued Apr. 16,
2008). The inspection had three goals |
&
|
I, - d ()
.
I ° (0. at 1314. The inspection reveal i (1)
|
|
. |
I ) I, (c. at
1314-15.

In the course of the inspection, the FDA personnel discolli GG
|
I - - idat 1336-49
.
|
B Sccidat 1349,

Regarding the relationship between the Batamandi plant and the Paonta Sahibeplant, t
inspectors discovered t+ |
e
|

5 The FDA initiated therivestigatio
AR at 1307.
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.
Id. at 1351. The inspectors noted i R
e
]
N (. ot 1351 As
oneinspector was leavin | R
.
I (. ot 1353.

In response to théamaging findings from thimspection, the plaintiff ||| Gz
e
I SccAR at 1275(Letter from plaintiffs
to FDA, May 1, 2008)but sedd. at 1356 (notinghat||| G
e
The plaintiffs also admitted th AR
R < - 27
I sccidat 1277.

5. The 2008 Warning Letter

Following the 2008 inspection and after reviewing the plaintiffs’ response to the
inspectors’ observations, the FDA issued another Warning Letter to theffdaiAiR at 1266
(FDA Warning Letter to plaintiffs, Sept. 16, 2008 (the “2008 Warning LetteS)jnilarly to the
2006 Warning Letter, the 2008 Warning Letégrtedthe plaintiffs to“significant deviations
from U.S. Qirrent Good Manufacturing Practicat both parts of the Paonta Sahib plant, and
that “[tihese CGMP deviations cause [the plaintiffs’] drug products to be aatelterithin the

meaning of” thd=DCA. Id. Since the Batamandi plant was determined to be a mere extension
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of the Paonta Sahib facility, not a new, separate facility as the plaintifiddiaced, “the
violations observed during the March 2008 inspeditigere] indications of continuing CGMP
deficiencies in the quality systems at the PaontaSadtility, including the faiire of
production and quality management to prevent such deficiendibs.”

By 2008, the=DA’s inspectors were “concerned that these instances of discrepancies
observed during the March 2008 inspection, are indications of continuing, systemic CGMP
deficiencies at the Paonta Sahib facilityd. at 1267. For instance, the 2008 Warning Letter
opines that the plaintiffs’ “response regarding Employee | [who signeshadperations for
which he was not present] demonstrates adddowledge by the employee regarding the
fundamental purpose of independent verification under CGMP, and the failure of [théfg]ainti
to ensure that employees conducting and recording these checks understood thése essent
requirements.”ld. at 1268. Suchindependent checkse“an essential part of U.S. CGMP
regulations and the failure to perform the checks was cited asmpdrtant example of the
necessary steps [the plaintiffs] need to implement to ensure product quiality.”

After detailingmultiple instances of deficiencies in the plaintiffs’ Paonta Sahib plant’s
guality systems, the 2008 Warning Letter stated in no uncertain terms thatldithigfe “wish
to continue to ship [their] products to the United States, it is the respdgsibflihe plaintiffs]
to assure compliance with all U.S. standards for Current Good Manufacturingdz.add. at
1270. While the 2006 Warnind etter indicatedhat the FDA would recommend denial of any
applications for drgs manufactured at Paonta Sattiile 2008 Warning Letter enhanced this
sanctionby institutinga “refusal of admissionprohibiting the plaintiffs from exporting drugs

manufactured at Paonta Sahib to the United states because “the methods andusendtinls
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their manufacture do not appear to conform to current good manufacturing pialctice
127116

6. The 2009 Letter

By 2009, with the criminal investigation proceeding andRB&’s Center for Drug
Evaluation and Resear€¢tCDER?”) still concerned with the plaintiffs’ practices, thBA issued
a letter informing the plaintiffs that it had “determined that Ranbaxy Lab@atbimited . . .
submitted untrue statements of material fact in abbreviated and new drugtayditiked with
the Agency.” AR at 1254 (Letter from FDA to plaintiffs, Feb. 25, 2009 (the “2009 Létter”)
Citing the observations at Paonta Sahib in 2006 and 2008 as well as the responses given by the
plaintiffs to those inspections, the agency determined that “[tjhese and otherdindiogte a
pattern and practice of submitting untrue statements of material factreardvoongful conduct,
which raise significant questions regarding the reliability of the detardormation contained
in applications (pending and approved) . . . filed with the Agenld..at 1258. Consequently,
the FDA informed the plaintiffs that, pursuant to FDA policy, the agency would begéessing
“the validity ofthedata and information in all of Ranbaxy’s affected applications” and that the
FDA did “not intend ordinarily to conduct or to continue its normal substantive scigstrf@wv
(including review of data and labeling) of any such pending application or suppl@mehany
new application or supplemental applications” until the review was comptetédmong the
applications affected by the 2009 Letter weretti® ANDAS at issue here: ANDA 77830 (for

esomeprazolenagnesium) and ANDA 78078 (foelganciclovirhydrochloride).ld. at 1263.In

% The FDA made an exception for one drug, ganciclovir, because the plaimifs‘tive sole source supgliof
Ganciclovir oral capsules” and “FDA considers it important to maintatrifecient supply of this drug product.”
AR at 1271. Nevertheless, the plaintiffs were warned that a new arramgemeéd have to be reached regarding
this drug, “which wouldikely include thirdparty supervision and verification of each batch prior to release” in
order to allow the drug to be exported to the United Statks.
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essence, as of February 25, 2009, the FDA had frozehtak plaintiffs’ applications
containing data from Paonta Sahib and would take no further steps toward approving those
applications until the review of the plaintiffs’ data was complete.

7. The Consent DecreAnd Criminal Plea

Three years later, the Unit&dates filed a Complaint for Permanent Injunction against
the plaintiffs in the U.S. District Court for the District of Maryland. ARL232(Complaint for
Permanent Injunction, Case No. #2250 (JFM), Jan. 25, 2012). On the same date, the
plaintiffs and the governmeriiled a consent decree requiring the plaintiffsinder alia,
establish new practices and offices to ensure compliancat ARB0—-8XConsent Decree of
Permanent Injunction, Case No. #2250 (JFM), Jan. 25, 2012); withdraw certain BAs, id.
at 1185; submit other ANDASs to new audits,at 118#89; and ensureompliance with CGMP
at the plaintiffs’ Paonta Sahib and Dewas, India facilifthsat 1189-93" The extensive
requirements in the Consent Decree supplanted the 2009 Letter’s requirementgtsiiica t
provisions of [the] Decree with respect to [the Paonta Sahib] facilitiesittwashe full
requirements that [the plaintiffs] must satisfy to @ FDA’s concerns.1d. at 1224.

Sixteen months later, one of the plaintiffs’ subsidiaries, Ranbaxy USA, Inadedle
guilty to seven criminal counts of fraud and introduction of adulterated drugs intstameer
commerce.SeePls.’ TRO Reply at 18, ECF No. 2&ferring to guilty plea and stating plaintiffs
“paid a very heavy price from which it will take years to recoveme combination of criminal
fines criminal forfeitures, and a civil settlemdavied against the plaintiffs’ subsidiary

amounted to $500,000,000. U.S. Dep'’t of Justice, “Generic Drug Manufacturer Ranbaxy Pleads

" The agency issued a Warning Letter for the plaintiffs’ manufacturingteafl Dewas, India it was similar to
one for Paonta Sahib, based on extensive CGMP violations at the fornigy. fadit at 1513(FDA Warning Letter
to plaintiffs, Sept. 16, 2008).
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Guilty and Agrees to Pay $500 Million to Resolve False Claims Allegations, cGb&igns
and False Statements to the FDA,” May 13, 2@i3jlable at
http://www.justie.gov/opa/pr/generidrug-manufactureranbaxypleadsguilty-andagreespay-
500-million-resolvefalse As previously noted, thiguilty plea was touted dke “largest drug
safety settlement” in historyid.

Yet, even this massive fine and the Consent Decree do not appear teslohxed the
plaintiffs’ complianceproblems. Due to newly observed CGMP deficiencies at two of the
plaintiffs’ other plants in India, the Consent Decree has been expanded andctprehtbits
Ranbaxy from distributing in interstate commerce drug products, includitgy Aanufactured
at the Paonta Sahib, Dewas, Mohali, and Toansa facilities until Ranbaxy denesns&r@GMP
compliance at those facilities.” Defs.” TRO Opp’n at 17.

Having provided context for the FDA'’s evolving understanding of the breadth and depth
of the plaintiffs’ compliance failures, culminatingarcriminal conviction, an import ban, and
hundreds of millions of dollars in fines, the Court now turns to the two ANDAs at issue in this
litigation and theerrorsby the FDAthatled to their tentative approval.

D. The Plaintiffs’ ANDAs

Five of the plaintiffsS’ANDAs affected by the problems at Paonta Saéof particular
relevance to the instant litigatiomcluding three ANDASs approved in 2007 and 2008,
immediately prior to the tentative approvalAIDA 77830 for esomeprazole magnesium, and
ANDA 78078 for valganciclovir hydrochloride tabletghich are the two ANDAs at issue here.
The three prior ANDAs are addressed first before turning to the two ANIDKsue in the

instant litigation.

27



1. Tentative Approval For Three Of he Plaintiffs’ ANDAs Despite
Compliance Problems At Paonta Sahib

The AR shows that the plaintiffs receiviage tentative approvaldespite their Paonta
Sahib facility failing to comply with CGMP. The first of these ANDA exceptioas tihe
application for tamsulosin, for which the plaintiffs would have forfeited any daib80day
exclusivity if they did not obtain tentative approval by June 20, 2@@#& supr#art 1.C.3.

Despite the compliance hold preventing &mytativeapprovaldor generic products

manufactured as the Paonta Sahib facilitg, plaintiffs launched a multi-pronged initiative to

get this ANDA approvetry approachingwo FDA componentsCDERand Ofice of Generic

Drugs (“OGD”), with different argumentsSeeAR at 1371. In one approadhg plaintiffs

alerted the FDA’s CDER component that the stability verification audits the R0Adguested
were complete ahshowed Paonta Sahib was following CGMP, thus negating the need for the
compliance hold.SeeAR at 1371. As a second approach, the plaintiffs’ counsel threatened the
FDA’s OGD component with a lawsuittiie agencylid not immediately “confirm[] that

Ranbaxy will not forfeit on June 20, 2007 its right to 180-day exclusivigR at 1868 (Letter

from plaintiffs’ counsel to FDA OGD, June 18, 2007).

In a June 18, 2007 lettes the OGD plaintiffs’ counsel raised the same argument the
plaintiffs presshere: that 21 U.S.C. 8§ 355(j) “does not authorize FDA to withhold tentative
approval, and thereby deprive an ANDA applicant of its 180-day exclusivity, based on the
adequacy of the methods, facilities, or controls used for the manufacture of theadturg. pr
Id. at 1873. The letter left no doubt that if OGD did not grant tentative approval by June 20,
2007, just two days after the date of the letter from the plaintiffs’ counsel, theneDW find

itself embroiled in lawsuit because, in the plaintiff@w, failure to do so “would be arbitrary
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and capriciou$,and because “there is no factual baststonclude that the conditions of the
2006 Warning Letter had not been resolveee idat 1874.

Under this threat of litigation anslhile CDERwas processing the results of the stability
studies submitted by the plaintiffs, though without thereffuestedndependent audit reports
from PAREXEL, see supr&art 1.C.3, the OGD tentatively approved the plaintiffs’ ANDA for
tamsulosin. AR at 1858 (OGD Approval Routing Summary). Included in the routing summary

for the tentative approval is an email chain from CDER employees to OGD, notiy |l

I (1 other words, the agency’s compliance staff
apparently believe (G
I S id. CDER noted that

I (¢ With this caveat, CDE ]l OGD's grant otentative

approval.ld. at 1860.




The process by which the FDA considered four more of the plaintiffs’ other AN@QAs
tentative approval i,sminiscent of a child’s game of telephone, where the initial message
becomedlistorted upon repetition. A second ANDA from the plaintiffs, for valsartan, was

reactivated by agency staff the day after tentative approval was grartedaontsulosin ANDA

because the plaintiffs we

I /- ot 1856 (mail chain between FDA emplees, June

21-July 10, 2007). &iew of this ANDA wassimilarly tothe ANDA for tamsulosin, urgent,
since the plaintiffs wuld lose their eligibility for theL80-daygeneric marketingxclusivity if

the ANDA werenottentatively approvead short order. An intervening change in the drug’s
monograph, however, resulted in a several month delay from the OGD’s resuming rethiew of

ANDA to its tentative approvalSee idat 1854-55.

Id. at 1858. The defendants have not disputed the plaintiffs’ attributioesé th
tittes and others noted by the plaintg&ePls.” Mem. at 35, with the exception of Ms. Dickinson'’s title at the time
being “Associate Chief Counsel,” not “Deputy Chief Counsel,” Defs./mMat 8 n.4.
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By October 20070GD assertethat the] i EEEG_—_————L

" Id. at 1838 (enail chain
between Edwin Rivera Martinez and William P. Rickman, Oct. 25, 2007). This ratronade

appeared in communications from CDER prior to October 2007 and, irj | NN

I Scc generallAR. Nevertheless, the valsartan ANDA was given tentative
approval shortly thereafteSee idat 1834—35 (OGD Approval Routing Summary).

Thus, by late 2007, the FDA had violated its own policy not to grant tentative approval to
ANDAs when a compliance hold was in place three times, for the plaintiffsutasns,
galantamine, and valsartan ANDAs. Al&y late 2007, the CDER and OGD employees
involved in making these decisions were apparentlypngerconsidering why an exception to
the plaintiffs’ compliance hold should be grantbdt were merely cuttingndpasting language

from previous emails pertaining to other ANDAEommending that OGD issue tentative

approval despite the compliance holli G
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I ' (o ANDAS at issue in this litigation, for

esomeprazole and valganciclovir, were issued after this game of telephonedradg# for six
months.

2. The Plaintiffs’ Esomeprazole ANDA

The plaintiffs filed their ANDA for esomeprazole, including their paralgridp
certification, by letter dated August 4, 2005. AR at 1792 (ANDA Checklist for Complete
and Acceptability of an Application). The ANDA was noted as the first gepsytuct
application received and was approved for filing as substantially compleepten®er 30,

2005 by personnel iIOGD. Id.

w
N



19“OAI” stands for “Official Action Indicated,” meaning an interventitrom the FDA.
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As part of the 2012 Consent Decree, the plaintiffs were requi i |
.
|
I (C. =t 1768 (letter from FDA to plaintiffs, May 4, 2012
(internal quotation marks omittdd)CDER notified thelaintiffs that theesomeprazol&NDA
I o it was initially filed, allowing the FDA, under the terms of
the consent decree, to proceed in its audit oéueneprazole ANDAId. at 1769. This audit
was designed to determirfehe application contained any “untrue statements of material fact”
or “a pattern or practice of data irregularities affecting approvalr@aaded for in the Consent
Decree. AR at 176@etter from FDA to plaintiffs, Nov. 4, 2014). The plaintiffs were notified
on November 4, 2014, that there did not appear to be any “untrue statements of mateoial fac
“data irregularities” preventing the FDA from resuming its review of th&®AN Id. Since the
2009 Letter and the Consent Decree had frozen arach any of the plaintiffs’ NDAs or
ANDAs, completing this audit did not guaranfe®l approval, but rather allowed the FDA to
resumeconsideringwhether the ANDA was eligible fauchapproval. See id.

3. The Plaintiffs’ Valganciclovir ANDA

The plaintiffs filed their ANDA for valganciclovir, including their paraghalV
certification, by letter dated December 22, 2005. AR at I8RIDA Checklist for
Completeness and Acceptability of an Application). This ANDA, number 780&8the first
generic product application receivimt this drugand was approved for filing as substantially

complete on February 27, 2008!.

|
|
|
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Based in part on this recommendation, OGD granted the
plaintiffs tentative approval for valganciclovir on June 20, 20@8at 1807(OGD Approval
Routing Summary).

Pursuant to the 201Qonsent Decreghe ANDA was reviewed and found to have been

substantially complete when submittdd. at 1802—-03letter from FDA to plaintiffs, May 15,
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2012). Also pursuant to the consent decree, the ANDA was audited and found not to “appear to
contain any untrue statements of material fact . . . nor does it appear to contmaopat

practice of data irregularities affecting approval,” thus allowing E®£esume reviewing the

ANDA on August 10, 20121d. at 1798-99 (letter from FDA to plaintiffs, Aug. 10, 2012).

E. The Instant Litigation

Despite the intensive investigation thBA conducted othe plaintiffs manufacturing
facilities—and the parallel crimal investigatior—the FDA did not revisit any of the ANDAs
tentativelyapproved in 2007 and 2008, including the valganciclovir and esomeprazole ANDAS,
until 2014. Defs.” Mem. at 37. The Federal defendants explain thatwwgk only in 2014, when
applications from two other sponsors were ready for approval, that FDA had reasternare
whetherRanbaxy was entitled to exclusivity for this drug and, at that time, the agency
recognized that Ranbaxy’s claim to exclusivity was pieéd on an erroneougdsion.” Id.

When two other generic drug manufacturers, defendant-intervenors Dr. Reudl{sdo,
sought final approval for their own ANDASs for valganciclovir, the FDA reexauchthe two
ANDAs at issue hereSeed. After review, the agency “determad that FDA erred in
tentatively approvingtheplaintiffs’ two ANDAS because tentative approval was granted “while
the compliance status of one or more of the facilities referenced in the appboats
unacceptable to support tentative approval.” Rescission Letter at 1. ConsequemAt
revoked the tentative approval for the plaintiffs’ valganciclovir and esomepraitiDAs and
determined that the rescission meant the plaintiffs had forfeited any eligiorliig@day
exclusivityfor the valgaciclovir ANDA by failing to obtain tentative approval within thirty
months of the date of the ANDA’s submissidd. at :-2. The same day, November 4, 2014,
the agency granted final approvaldefendantintervenors Dr. Reddy’s and Endo for their own

valganciclovir ANDAs. Compl. § 41.
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Ten days later, the plaintiffs filed the instant suit for declaratory and injurrelieg
Compl. at 1, and a motion for a temporary restraining order, ECF No. 2. A hearing on the TRO
was held on November 19, 2014, blgiegh timedefendantintervenors Dr. Reddy’s and Endo
had moved for and been granted leave to intervene. Minute Order, Nov. 17, 2014 (setting
hearing date); Minute Order Nov. 17, 2014 (granting defendant-intervenor Endo’s Motion to
Intervene); Minute Order, Nov. 17, 2014 (grantirjeshdantintervenor Dr. Reddy’s Motion to
Intervene).

After oralargument at the November 19, 2014 hearing, the Court denied the plaintiffs’
motion for a temporary restraining order “because the plaintiffs have not ncsete showing
that thisCourt has subject matter jurisdiction over this matter or a likelihoodegarable harm
.. .let alone satisfy the other factors for the extraordinary relief of a TR{Dg. Tr. 91:20-25,
ECF No. 61. Specifically, the plaintiffs had not shown at the time of the November 19, 2014
hearing that the plaintiffs “can take advageaf that [180-day] exclusivity” for valganciclovir
that had been rescinded, “or that they will suffer any imminent harm as aafethdtloss of that
exclusivity.” 1d. 92:21-24. As for the plaintiffs’ esomeprazole ANDA, the plaintiffs failed to
show*“that the FDA has taken any final agency action regarding the plaintitigigty for 180-
day exclusivity,” since the Rescission Letter stated that the FDA, istenswith its
longstanding policy . . . ‘has not made any determination regarding Rese&gibility for
180-day exclusivity for this ANDA? 1d. 93:6-16 (quoting Rescission Letter at 1 n.3).

In light of the plaintiffs’ stated intention to mover a preliminary injunction and the
proposed briefing schedule submitted by the parties, consideratios piaintiffs’ preliminary
injunction motion and the defendanésid defendanantervenors’ motions for summary

judgmentwas consolidatedMinute Order, Nov. 21, 2014 (citingb. R.Civ. P.65@)(2)).
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After receiving extensive briefing frothe parties, the preliminary injunction hearing was
vacated “to conserve the parties’ and judicial resources.” Minute Ordef7,J2015 (citing
LCVR 7(f)).

After the motions were fully briefed, the defendants notified the Court that FDA had
“forfeited its eligibility for 180-day exclusivity for esomeprazole because it failed to obtain
tentative approval of its ANDA within 30 months after the date on which the ANDA was
submitted” and approved an ANDA filed bgféndantintervenor IvaxXor the same meditian.
Defs.” Not. Admin. Action at 1, ECF No. 67. Three days later, defendant-interveaarand
Teva moved for and were granted leave to intervene. Minute Order, Jan. 30, 2015. Defendant-
intervenors Ivax and Teva moved for summary judgment on February 2, 2015, which motion
became ripe for decision on February 5, 2015.

. LEGAL STANDARD 20

A. Summary Judgment

Pursuant to Federal Rule of Civil Procedure 56, summary judgment may be graated w
thecourt finds, based upon the pleadings, depositions, affidanitispther factual materials in
the record, “that there is no genuine dispute as to any material fact and the imewditied to
judgment as a matter of lawFeD. R.Civ. P. 56(a), (c)seeTolan v. Cotton134 S. Ct. 1861,

1866 (2014)per curiam);Anderson v. Liberty Lobby, Inel77 U.S. 242, 247 (1986) A“

20 Although the plaintiffs’ motion is one for preliminary injunction, srtbe Court consolidated consideration of the
preliminary injunction motion with the defendants’ and defendlastvenors’ motions for summary judgment on
the merits, the motions aadl properly considered as motions for summary judgment. Pls.” Reply Dgfs'n Pls.
Mot. (“Pls. Reply”) at 23 n.8, ECF No. 60eva Pharms. USA, Inc. v. FDM1 F.3d 1, 3 (D.C. Cir. 2006)
(accepting without comment district court’s consideration osotidated preliminary injunction and summary
judgment motions as motions for summary judgmeXg§n. of Flight Attendants v. USAIr, In24 F.3d 1432,

1436 (D.C. Cir. 1994) (same)akeda Pharms., USA v. Burwello. 141850, 2015 WL 252806, at *2 n(D.D.C.

Jan. 13, 2015) (consolidating consideration of preliminary injunctiotion with summary judgment motions and
evaluating all motions under summary judgment standard). Thusntiilear four part test for issuing a preliminary
injunction is irrekvant to the resolution of the instant motions.
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genuine issue of materigdct exists if the evidencéjiewed in a light most fasrable to the
nonmoving party,” could support a reasonable jury’s verdict for the non-moving’party.
Muwekma @lone Tribe v. Salazai708 F.3d 209, 215 (D.C. Cir. 2013) (quotiMgCready v.
Nicholson 465 F.3d 1, 7 (D.C. Cir. 2006)).

In APA cases such as this one, “the district judge sits as an appellate tribbheadéntire
case’ on review is a question oldd Am. Bioscience, Inc. v. Thomps@69 F.3d 1077, 1083
(D.C.Cir. 2001)(collecting cases). Accordinglyhis Court need not and ought not engage in
lengthy fact finding, since “[g]enerally speaking, district courtsewing agency action under
the APA’s arbitrary and capricious standard do not resolve factual issues, but opdezie ass
appellate courts resolving legal questiond@dmes Madison Ltd. by Hecht v. Ludw8g@ F.3d
1085, 1096D.C. Cir. 1996);see alsdierra Club v. Mainella459 F. Supp. 2d 76, 90 (D.D.C.
2006) (“Under the APA . . . the function of the district court is to determine whether & aot a
matter of law the evidence in the administrative record permitted the agenciddhaa
decision it did.”) (quotation marks and ¢itan omitted); accordMcDonough v. Maby$907 F.
Supp. 2d 33, 42 (D.D.C. 2012)ilson v. McHugh842 F. Supp. 2d 310, 315 (D.D.C. 2012).
Judicial review is limited to the administrative regathce it “is blacKetter administrative law
that in an [Adninistrative Procedure Act] case, a reviewing court should have before gmeith
more nor less information than did the agency when it made its deci€id@is"Corp. v. EPA
759 F.3d 52, 64 (D.C. Cir. 2014) (internal citations and quotation marks onaite@tion in
original); see5 U.S.C. 8 706(2)(F) (“[T]he court shall review the whole record or those parts of it
cited by a party . . . ."¥la. Power & Light Co. v. Loriod70 U.S. 729, 743 (1985) (in applying

the arbitrary and capricious standard under the APA, “[t]he focal point for judigiaw should
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be the administrative record already in existence . . ..” (quGamgp v. Pitts411 U.S. 138, 142
(1973).

B. ChevronFramework

The familiartwo-step process set out@hevon U.S.A., Inc. v. Natural Resources
DefenseCouncil, Inc.(Chevron, 467 U.S. 837, 845 (1984pplies to judicial review of claims
that an agency has acted “in excess of statutory jurisdiction, authorityi@tions, or short of
statutory right” under the APASeeAm.Fedn of Govt Emps Local 3669 v. Shinseki09 F.3d
29, 33 (D.C. Cir. 2013(internal quotation marks omittedAt the first step of the inquiry, a
court must'ask whether Congress has directly addressed the precise question aMssue.”
Found. for Med. Educ. & Research v. United Stat&4 S. Ct. 704, 711 (2011) (internal
guotation markemitted). “If the intent of Congress is clear, that is the end of the matter; for
the court, as well as the agency, must give effect to the unambigespsdsse intent of
Congress.” City of Arlington Tex.v. FCC 133 S. Ct. 1863, 1868 (2013) (quoti@gevron 467
U.S. at 842-4B

On the other handf, “ ‘Congress has not directly addressed the precise [interpretative]
guestion at issue’ . . . the agencyhsuged with filling the ‘gap left open’ by the ambiguity.”
EPA v. EME Homer City Generation, LEME Homej, 134 S. Ct. 1584, 1603 (2014) (quoting
Chevron 467 U.S. at 843, 866) (first alteration in original). Thithe statute is silent or
ambiguous with respect to the specific issue under consideration, the arfafisis® €hevron
steptwo, where “the question for the court is whether the agsraryswer is based on a
permissible construction of the statut€City of Arlington Tex, 133 S.Ct. at 1868(internal
guotation marks omittedyee CSX Transp., Inc. v. Nat'l Surface Transp, Ba¥ F.3d 1056,
1063 (D.C. Cir. 2014) (same).he job of the courts is not to engage in “their own interstitial

lawmaking” and “mak[e] public policy by prescribing the meaning of ambiguougtat
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commands.”City of Arlington, Tex.133 S. Ct. at 1873 (quotirkprd Motor Credit Co. v.
Milhollin, 444 U.S. 555, 568 (1980)Rather, the “archetyp&hevronquestions, about how
best to construe an ambiguous tennlight of competing policy interests” belong to the
“agencies that administer the statuteSée d.

When Congress has delegated to the agency authority to make rules daeyorge of
law, and the challenged agency interpretation was promulgatbd exercise of that authority,
then the agency rule is entitled to deference “as long as it is a permissible constructian of th
statute, even if it differs from how the court would have interpreted the statutealbstece of
an agency regulation.Sebelius v. Auburn Reg’'l Med. Ctt33 S. Ct. 817, 826 (2013ee also
EME Homer 134 S. Ct. at 1606 (determining if agency’s interpretation of ambiguous phrase is
“permissible construction of statute” as second stéphafvronanalysis)Nat'| Cable&
Telecomms. Assv. Brand X Internet ServéBrand X, 545 U.S. 967, 980 (200%)If a statute is
ambiguous, and if the implementing agency’s construction is reaso@dlgleronrequires a
federal court to accept the agetscgonstruction of thetatute, even if the agerisyreading
differs from what the court believes is thesbstatutory interpretation.”). Courts “routinely
accord dispositive effect to an agency’s reasonable interpretation of ambiguotasysta
language.”EME Homer 134 S. @ at 1603 (citation omitted). “Deference is appropriate even if
the agency’s interpretation first appears during litigation, unless the igti@ipn conflicts with
prior interpretations or amounts to nothing more than a convenient litigating position.”
Shieldalloy Metallurgical Corp. v. Nuclear Regulatory ComnTé8 F.3d 1205, 1208—-09 (D.C.
Cir. 2014) (internal quotation marks and citations omitted). A court “need not conclude that the
[agency’s] interpretation of the [s]tatute is the only one it permissdlidchave adoptear

even the interpretation deemedstreasonable by the courts,” so long as it is reason&ldél
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Treasury Emps. Union v. Fed. Labor Relations A(RITEU), 754 F.3d 1031, 1042 (D.C. Cir.
2014) (internal quotation marks aaithtions omitted; emphasis in original).

C. Administrative Procedure Act

Under the APA, a reviewing court shall “hold unlawful and set aside agenow,acti
findings, and conclusions found to be . . . arbitrary, capricious, an abuse of discretion, or
otherwise not in accordance with law,” 5 U.S.C. 8 706(2)(A), “in excess of statutmgigtion,
authority, or limitations, or short of statutory righg: 8 706(2)(C), or “without observance of
procedure required by lawid. 8 706(2]D); see Otis Elevator &€ v. Sec’y of Labgi762 F.3d
116, 120-21 (D.C. Cir. 2014) (citirigabi Constr. Co. v. Sec’y of Labhd70 F.3d 29, 33 (D.C.
Cir. 2004)).

In evduating agency actions under the “arbitrary and capricistasidard, courtsmust
considemwhether the [agary's] decision was based on a consideration of the relevant factors and
whether there has been a clear error of judgmeéviaish v. Ore. Natural Res. Counci90 U.S.
360, 378 (1989) (citation and internal quotation marks omit@itizens to Preserve Overton
Park, Inc.v. Volpe(Overton Parl;, 401 U.S. 402, 416 (1971yerruled on unrelated grounds
by Califano v. Sanderg30 U.S. 99, 105 (197,Blue Ridge Envtl. Def. League v. Nuclear
Regulatory Comm’n716 F.3d 183, 195 (D.C. Cir. 2013)he scop@f review under this
standard “is narrow and a court is not to substitute its judgment for that of thg.agklator
Vehicle Mfrs. Assi v. State Farm Mut. Auto. Ins. Q&tate Farn), 463 U.S. 29, 43 (19833ge
also Fogo De Chao (Holdings) Inc. v. U.S. Dep’t of Homeland $66.F.3d 1127, 1135 (D.C.
Cir. 2014) (same) (quotingudulang v. Holderl32 S. Ct. 476, 483 (2011 Agape Church, Inc.
v.FCC, 738 F.3d 397, 408 (D.C. Cir. 2013) (same) (quoGadlevision Sys. Corp. v. FC697

F.3d 1306, 131{D.C. Cir. 2010)).
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“[T]he arbitrary and capricious standard is ‘highly deferential’ and ‘presiagency
action to be valid[.]” Am. Trucking Ass’'ns, Inc. v. Fed. Motor Carrier Safety Adnii4 F.3d
243, 245 (D.CCir. 2013) (quotingdm. Wildlands v. Kempthorng30 F.3d 991, 99{(D.C. Cir.
2008));Envtl. Def. Fund, Inc. v. Costlé57 F.2d 275, 283 (D.Cir. 1981)(same) If an
agency, however, “failed to provide a reasoned explanation, or where the record belies th
agencys conclusion, [the court] must undo its actio@rity. of Los Angeles v. ShalalE92 F.3d
1005, 1021 (D.CCir. 1999) (quotingellSouth Corp. v. FCCL62 F.3d 1215, 1222 (D.C. Cir.
1999));see Select Specialty Hodploomington, Inc. v. Burwellr57 F.3d 308, 312 (D.C. Cir.
20149 (“[T]here are cases where an agency’s failure to state its reasoning or t@amdop
intelligible decisional standard is so glaring that we can declare with eaoBdhat the agency
action was arbitrary and capriciou@uoting Checkosky v. SE@3 F.3d 452, 463 (D.C. Cir.
1994) (nternal quotation marks omitted; alteration in origihakt the very least, the agency
must have reviewed relevant data and articulated a satisfactory explanatibshestpa
“rational connection between the facts fowmdl the choice made State Farm463 U.S. at 43
(internal quotation marks and citatiomitted); EME Homer 134 S. Ct. at 1602 (holding that
agency “retained discretion to alter its course [under a regulation] providageiageasonable
explanation for doing so”gee alsdAmerijet Int’l, Inc. v. Pistolge753 F.3d 1343, 1350 (D.C. Cir.
2014) (“[A] fundamental requirement of administrative law is that an agendgrieits reasons
for decision; an agency’s failure to do so constitutes arbitrary and capriciouy agéan.”
(internal quotation marks and citation omitted)). “[C]onclusory statemeritaatitio; an
agency'’s statement must be oneazsoning” Amerijet Int’l Inc, 753 F.3d at 1350 (internal

guotation marks omitted; emphasis in origjna
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An agency'’s action is arbitrary and capricious if that actieas‘relied on factors which
Congress has not intended it to consider, entirely failed to consider an importahbaspe
problem, offered an explanation for its decision that runs eotmthe evidence before the
agency, or is so implausible that it could not be ascribed to a difference in view or thet pfodu
agency expertiseAm. Wildlands530 F.3d at 997-9&ternal quotation marks omittedWhile
the agency explanation cannot “run[ ] counter to the eviden&tdte Farm463 U.S. at 43,
courts should “uphold a decision of less than ideal clarity if the agepeayh mayeasonably be
discerned,Bowman Transp., Inc. v. Ark.—Best Freight Sys., #9 U.S. 281, 286 (197.

Furthermore, whe “an agency has acted in an area in which it has ‘special expehese,’
court must be particularly deferential[tbe agencg] determinations. Sara Lee Corp. v. Am.
Bakers Ass Ret. Plan 512 F. Supp. 2d 32, 37 (D.D.C. 2007) (quoftidg. & Constr. Trades
Dept, AFL—CIO v. Brock 838 F.2d 1258, 1266 (D.Cir. 1988)). “Deferring as appropriate to
the agency expertise and looking only for ‘a rational connection between the facts found and
the choice made,’Am. Trucking Ass’ns, Inc724 F.3d at 249 (quotirfstate Farm463 U.S. at
43), “we remain ever mindful that in performing ‘a searching and careful inoaryhe facts,
we do not look at the [agensy’'decision as would a scientist, but as a reviewing court exercising
our narrowly defined duty of holding agencies to certain minimal standardsooiatdy.” 1d.
(quotingNat’'l Envtl. Dev. Ass’ns Clean Air Project v. EF#86 F.3d 803, 810 (D.C. Cir. 2012)).
1. DISCUSSION

The plaintiffsassertfour grounds to invalidatine Federatlefendants’ decision to rescind
the tentative approvafer theplaintiffs’ ANDAs for esomeprazole and valganciclovir. First, the
plaintiffs argue that the FDA’s decisiondsntrary to the plain text of 21 U.S.C. § 355, which, in

the plaintiffs’ view,does notwuthorizethe FDA todecline to issue tentative approval for an
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ANDA because the facility in which the drug is to be manufactured is out of @rmelwith
CGMP. PIs.’ Mem. at 1. Second, the plaintiffs contend that, contrary to the FDA's@ssert
about makingan “errot” the agencyconsciously adopted [the plaintiffs’] interpretation of the
statute when it considered” whether to issue tentative approval to the AatDgssieand has
now changed its policyld. at 2 Third, the plaintiffs contend that the FDA has no authority to
rescind an ANDA'’s tentative approvad. at 3. Finally, the plaintiffs argue that the agency’s
interpretation of the forfeiture triggeat issue here is contrary to the plain text of the statdte.
at 31. None of these arguments is persudsivihe reasons explaindalow??

A. The FDA May Condition Tentative Approval On Compliance With CGMP

First, the plaintiffs assert that the Federal defendants’ interpretation lebtbA as
allowing them to condition tentative approval of ANDAs on compliance with CGMP ig not
accordance with law, and thus violates the AF&ePIs! Mem. at 1. Umler the APA, the
agency’s interpretation of a statute that the agentasked with enforcing is subject to the
familiar two-stepChevroninquiry. See Chevram67 U.S. at 845. Under the first step, the
statute under which the agency purports to act must be examined for ambdiduityCongress
has not spoken with clarity as to the precise question at issue in the matige, ahssnalysis
moves taChevronstep two. Under the second step, assuming the statute is ambiguous, a court
must determine if the agency’s interpretation of the statute is reasoidbla the instant

matter, the statary provision at issue is ambiguous as to whether the agency may condition

21 The FDA issued its final decision regarding the plaintiffs’ eligibility I80-day exclusivity for the plaintiffs’
esomeprazole ANDA on January 26, 2015, after briefing on the instant matasncomplet. Defs.” Not. Admin.
Action (“Defs.” Not.”) at 1, ECF No. 67. The Federal defendants now concedia¢haiaintiffs’ claim regarding
the esomeprazole ANDA is ripe for judicial review, and the Court cond¢drsBy contrast to the posture of the
plaintiffs’ claim regarding the esomeprazole ANDA at the time of the TRO heahie@;dourt finds that the
plaintiffs have alleged a concrete and particularized injury stemmingthremgency’s rescission of tentative
approval for this ANDA and the resultingds of 186day exclusivity eligibility, that is both fairly traceable to the
defendants’ actions and redressable by the relief sodgitbrdingly, the plaintiffs have standing to challenge the
agency’s actionSeelLujan v. Defenders of Wildlif&04 U.S 555, 56061 (1992)
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tentative approval on compliance with CGMP, and the agency’s interpretationstéttite is
reasonable.

1. 21 U.S.C. 8§ 355(j) Is Ambiguous Regarding CGMP Compliance

The plaintiffs’ submissionfail to make clear whether they are challengingRbBé&\’'s
position under the first or second step of @evronanalysis. Nevertheless, the argursent
raised by the plaintiffacknowledgéhe agency’s alternative interpretation2df U.S.C. § 355())
and thereby recogrethat this provisions ambiguous as to whether the agency may condition
the granting of tentative approval on compliance with CGMRBefacility identified inan
ANDA for manufacture of the generic drug produSee e.g, Pls.” Mem. at 25 (“FDA’s Letter
Decisionmisinterprets the statutory requirements for obtaining);TAd. at 28 (“FDA’s position
effectively rewrites the statute”); PIs.” Reply at 4 (“The problem for thierdiants is that only
Ranbaxy’s statutory interpretation fulfills that duty” to “give miegq to every clause and word”
(internal quotation marks omitted)But seePls.” Mem. at 27-28‘the statute’s plain text and
structure make clear that FDA cannot lawfully condition the award of [teat@pproval] on
substantive compliance with ultimate . . . standards for final approval.”).

As previously noted, thaatubry provision at issue, 21 U.S.C. 8§ 355@@¢scribes the
process by which an ANDA is approved, including the information an ANDA “shall eghgdli
U.S.C. 8 355(j)(2A), under what circumstancéan applicatiorfor a drug”may be deniedd.

§ 355(j)(4), and the circumstances under which an applicant'sldp@xclusivity eligibility
may be revokedd. § 355(j)(5). The term‘tentative approval” appesthree times irg 355()): in
8 355(j)(5)8)(iv)(I)(dd), where the term is defineth relevant part, as “notification to an
applicant . . . that an application under this subsection meets the requirements apparagr
(2)(A), but cannot receive effective approval because the application does hthienee

requirements of this subparagraph;” in 8 @85)(D)(i)(1)(bb), wheretheterm appears in the
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“failure to market” forfeiture provisioto start the clock running on the applicant’s duty to
obtain final approvaland in § 355(j)(5)(D)(i)(IV) where the term appears in the “failure to
obtain tentatie approval'within thirty months of the filing of the ANDA

None of the three subsectiaist contairthe words “tentative approval” expressly state
thattentative approval may be conditioned on a manufacturing facility’'s comphetite
CGMP.Only the definition of “tentative approval,” 8 355(j)(5)(B)(iv)(ll)(dd) references the
requirementg$or grantingtentative approval, and that section describes a “notification” to an
ANDA applicant that the ANDA “meets the requirements of paragraph [355(A)2Mhich
liststhe items an ANDA must containlhe statute does not defioedescribe the precise steps
for fulfillment of “meets the requirements

The only subsection addressing the conditions under which any approval may be denied
is 21 U.S.C. 8 35%)(4), which describes eleven conditions that would prevent final approval of
an ANDA. The first such finding is that “the methods used in, or the facilities analsamed
for, the manufacture, processing, and packing of the drug are inadequateeaasspreserve
its identity, strength, quality, and purity.21 U.S.C. 855(j)(4)(A). This subsection does not
reference tentative approvdh short, the statute is utterly silent as to the relationship between
CGMP compliance at manufacturing féods where generic drug products are to be produced
and tentative approval, but the statciearlyrequires such compliance before final approval may
be granted.See id.

This conspicuous silence weighs heavily in favor of finding the statute ambigsioois
the circumstances upon which the FDA may condition tentative appeived absent a specific
Congressional command, “silence suggests, instead, that the [agency]diasreteon to fill the

consequent statutory gapBrand X 545 U.S. at 997. Indeed, the D.C. Circuit has held that
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Congress’ “decision to leave ‘a gap for an agency tofill . . . is a delegation of autbdhie
agency to give meaning to a specific provision of the statute by regulatiat’l Mining Assn
v. Kempthorng512 F.3d 702, 709 (D.C. Cir. 2008) (quotMghigan v. EPA268 F.3d 1075,
1082 (D.C. Cir. 2001)) (alteration in original).

This silence does not, as the plaintiffs argue, mean that the statutoryuséxienmead as
barringthe conditioning oftentativeapproval on CGMP complianc®ls.” Mem. at 1; PIs.’
Reply at 1. To the contrargpsent any statutory language describing the circumstamcker
which the agency magecline to issue tentative approval, under the first step @@ltlegron
analysis, the statel is ambiguous. Therefore, the Court moves on to the second step of the
Chevronanalysisto considemwhether the agency’s interpretation of the statute is reasonable.

2. The Agency’s Interpretation Is Reasonable

By regulation, he FDA clearly conditions tentative approval arfinding of compliance
with CGMP. Specifically, the reglations require the agency to notify an ANDA applicant that
its application is approved “if none of the reasons in [21 C.F.R.] § 314.127 for refusing to
approse the [ANDA] applies. The approval becomes effective on the date of the issudimee of
agency’s approval letter unless the approval letter provides for a delagetiveftlate.” 21
C.F.R. § 314.105(d)Approval letters with “delayed effective date[s are] tentativd.” The
crossreferenced section of the agency’s regulations lists as a reasofuingeo approve an
ANDA that“[tlhe methods used in, or the facilities and controls used for, the manufacture,
processing, and packing of the drugdurot are inadequate to ensure and preserve its identity
strength, quality, and purity.21 C.F.R. 8 314.127(a)(1). Together, these two reguladions
21 C.F.R. 88 314.105(d) and 314.127(ayéyuire the FDA to reject an ANDA for tentative or
final approval if the agency finds that the facility in which the ANDA drug is to baufactured

is not in compliance with CGMPSee21 C.F.R. 88 314.105(d), § 314.127(a)(1).
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The parties do not dispute that the FDA may condfiived approval of an ANDA on
demonstrated compliance with CGMP, nor could they: 21 U.S.C. § 355(j)(4)(A) prohibits the
agency from approving an ANDA if the drug is to be manufactured in a facility out of
compliance with CGMP. The plaintiffs contend, however, that after the 003 Amendment
to 21 U.S.C. 88 355(j)(4) and (5), which added the circumstances under which an applicant
forfeits its 180elay exclusivity eligibility,Congress implicitly overturned the longstandiigA
practice of requiring demonstrated compliance with CGMRefatativeapproval requiring
instead onlythat the ANDA applicant present a plan for a facility wheedrug could be
manufactured SeePlIs.” Mem. at 25-26. The plaintiffs root this contentiothe alleged
difference betweetwo three word phrases, “information to show,” and “full description ¢d.”
at 26. Indeed, plaintificounseleven highlighted these two phrases in a Powergbdd
presented at the TRO hearing to ensurettit@Courtsaw them SeePls.” Resp. to Minute Order
Attach. 1 (PIs.” Powerpoint Presentation) at 8, ECF No. 31-1. Even without the visual aids,
however, the Court can see that the statutory language the plaintiffs highlightie sibver
bullet the plaintiffs believe it to be.

The plaintiffs reasoning is thahe phrase “information to show” imposes more of a
burden on an applicant than the phrase “full description of.” In the plaintiffs’ view atutess
use of the phrase “information to show” signals that the requirement is ‘ipasefl,” meaning
“mere diglosure” is insufficient to satisfy the requirements of 8§ 355(j)(2). PlermMat 26 In
contrast, the plaintiffs contend that the phrase “full description of” is not “fraséd.” 1d.

Thus, for example, when the phrase “information to show” is used, such as in
8 355())(2)(A)(ii)(I—which requires ANDA applicant® submit, as part of their applications,

“information to show that the active ingredient of the new drug is the same a$ tita listed
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drug”—the FDA may condition granting tentative apyal on the fulfillment of that condition.
Id. By contrast, when the statute uses the phrase “full description of,” such as in

8 355(b)(1)(D)—which requireNDA and ANDA applicants to submit, as part of their
applications, “a full description of the methods used in, and the facilities and congofoys
the manufacture, processing, and packing of such drtliggplaintiffs contend that thEDA

may not condition granting tentative approvalamtualcompliance with that statutory provision.
See id.

At the outset, neither phrase “information to show” nor “full descriptionsodiefined in
the FDCA. The plaintiffs citea canon of statutory interpretatitirat “when the legislature uses
certain language in one part of the statute and different lgagnanother, the court assumes
different meanings were intende@g support for their contention tranditioning tentative
approval on actual complianesth, or fulfillment of, items for whicha “full description of”is
requiredin the ANDA s contray to the statutePls.” Mem. at 27 (quotinRoberts v. Sea-Land
Servs., InG.132 S. Ct. 1350, 1357 n.5 (2012)). Without any support from the statute’s
legislative history or case law, the plaintiffs baldly assert that any othqurietiztion
“impermissibly conflates the distinctions Congress drew” between the language in 8 355(j)(2
the conditions that must be met for the grant of tentative approval, and 8§ 355(j)(4), thereendi
that must be met for final approval. Pls.” Mem. at 28.

In essence, tplaintiffs argue thahe crosgeferencen the definition of tentative
approval,in 8 355())(5)(B)(iv)(I)(dd),to 8§ 355(j)(2)(A),means thathe FDA may only condition
tentative approval on “the requirements of” that subparagr8pbPIs. Mem. at 5-27.

Section 355(j)(4), which describes the eleven findings that would prohibit the BDA fr

granting final approval, specifically mentions failure to comply with CGNIR aondition that
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would prohibit granting such approval. Ergo, in the plaintiffeiw, snce 8 355(j)(2)(A)

requires only “information to show” compliance with CGMifstead of the actual compliance
required by 8 355(j)(4), the FDA may not condition a grant of tentative approval on compliance
with CGMP at the facility identified as tlome where the generic drug will be manufactured.

See idat 2728. The plaintiffs’ interpretation would, quite simply, lead to absurd results in at
least two ways.

First, the plaintiffs’ contention that tentative approval of an ANDA must be graate
long as the ANDA applicant includesiy description of the methods, facilities, and controls used
at the facility where the ANDA drug is to be manufactured cannotimead with the statutory
purpose or text. By the plaintiffs’ logic, an applicant could state in its AND®Attpéanned to
manufacture a generic drug in an outhouse behind the applicant’s house using a childsychem
set, and the FDA would have no power to deny tentative approval to that application on the
grounds that the applicant couldver as submitted, be granted final approval since the
application does not comply with CGMP.

Second, the plaintiffs’ argument that tentative approval cannot be conditioned on any
circumstance required for final approval,caglined in 8 355(j)(4)unless that circumstance is
also contained in 8 355(j)(2), which is cross referenced in the definition of tentatioxappr
would lead to equally absurd resultsor example 8 355(j)(4) prohibits the awarding of final
approval where the approval of the pioneer drug has been withdrawn, 21 U.S.C. 8§ 3550)(4)(l
where the application contains an untrue statement of materiabfe&855(j)(4)(K). Section
355(j)(2) does not require “information to show” or a “full description of’ the reasoggitveh
ANDA does not run afoul of those conditionrSee21 U.S.C. § 355(j)(2). By the plaintiffs’

logic, therefore, the FDA could not withhold tentative approval of an ANDRén if the FDA
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knew it had withdrawn approval for the pioneer drug or that the ANDA contained an untrue
statement of material fact. Such a reading of the statptgastly absurdhe plaintiffs cannot
argue seriously that the FDA is prevented from denying tentative appo@raANDA in such
circumstances Yet the interpretation proposed by the plaintiffs would lead inexorably to such a
result.

Despite the untenable nature of giaintiffs’ interpretation they vigorouly conterd that
their interpretation isuperiorto the FDA’s SeePls.” Mem. at28 (“Any other approach
impermissibly conflates the distinctions Congress drew . . .”); Pls.” Reglyantending that
“only Ranbaxy’s statutory interpretation fulfills that duty” to “give meagnio every clause and
word’ in a statde (internal quotation marks omittgd)The Court’s rolehowever, is not to
determine if the FDA'’s interpretation is thestinterpretation, but rather whether the FDA'’s
interpretation iseasonable NTEU, 754 F.3d at 1042 (“We need not conclude that the
[agency’s] intepretation of the [s]tatute is the only one it permissibly could have adopted or
even the interpretation deemedstreasonale by the courts. On the contrary, we defer to an
agency'’s interpretation of a statute so long as it is reasonable.”) (irgestation marks and
citations omitted; emphasis in originadge also Novartis Pharm. Corp. v. LeawtB5 F.3d 344,
349 (D.C. Cir. 2006) (“We have held on a number of occasions that FDA interpretations of the
FDCA receive deference, as do its interpretetiof its own regulations unless plainly erroneous
or inconsistent with the regulatioi)s. The FDA'’s interpretation of § 355(j) as allowing it to
withhold tentative approval based on mmmpliance with CGMRs a reasonable on&ee
Defs.” Mem. at 1.

The FDA relies orfour interrelatedsubsections of the FDCA to show that the agency’s

interpretatiorfollows directly from the text of the FDCA21 U.S.C.

52



§ 355())(5)(B)(iv)(I1)(dd)(AA);, 21 U.S.C. § 355(j)(2)(A); 21 U.S.C. § 3550)([D); and

21 U.S.C. 855(j)(4). SeeDefs.” Mem. at 24-26. In 21 U.S.C. 8 355(j)(5)(B)(iv)(1)(dd)(AA),
the FDCA defines tentative approval as “notification to an applicant byetret@ry that an
application under this subsection meets the requirements of [21 U.S.C. 8§ 355(j)(2)(A)], but
cannot receive effective approval because the application does not meet the esgsicériis
subparagraph,” referring to the FDCA'’s section regardingdeB0exclusivity eligibility based
on paragraph IV certificationThe FDA inteprets this clause, including the use of the word
“because,” as requiring the agency to gtantativeapproval, instead dinal approval, to an
ANDA when the only reas@preventing final approval from being grantethistay, some
form of exclusivity, or existing patents.” Defs.” Mem. at 26. The FDA interprets §@™s
containing all of the requirements for an application to be substantially denapie § 355(j)(4)
as the requirements for an application to be granted final appr®galidat 24. In other words,
in the FDA's view, the requirements for tentative and final approval are ideetxcapt that
tentative approval does not require a showing that the ANDA will not infringe upowadid
patent. Thus, the FDA must withhold tentative approval for the same reasons it rhbetdwvit
final approval, including a lack of CGMP compliancgee21 U.S.C. 8§ 355(j)(4)(A).This is a

reasonable interpretation of the statutory féxt.

22 The plaintiffscontendthat the Federal defendants should be estopped from arguing that the RRBEATthe
word “because” in 21 U.S.C. § 355(j)(5)(B)(iv)(I)(dd)(AA) denotes anaghive list of conditions. Pls.” Reply at
4-5. According to the plaintiffs, the FDA “has takerand prevailed in court enprecisely the opposite position
with respect to the FDCA'’s other causation requirement, which ariseis sathe context.’ld. at 5. The plaintiffs
cite Mylan Laboratories Ltd. v. U.S. Food and Drug Administratiptylan Labg, 910 F. Supp. 2d 299 (D.D.C.
2012)for this contentionPlIs.’ Reply at 5but the position taken by the Federal defendants in that case is the same as
the Federal defendants’ position in this oneMian Labs the clause at issue provides for the forfeiture ofd@p
exclusivity eligibility when an ANDA applicant fails to obtain tentative apptavithin thirty months of filing the
ANDA “unless the failure isaused by change in or a review of the reguments for approval of the application
imposed after the date on which the application is filed.” 21 U.S.C. § @80)(i)(IV) (emphasis supplied);
Mylan Labs 910 F. Supp. 2d at 302. The FDA's interpretation of this clause, as explaMylan Lals, was that
an applicant must “show that one or more issues holding up tenggdproval at the 30 month date [was] causally
connected to approval requirements that FDA reviewed or chanygdah Labs910 F. Supp. 2d at 302 (internal
guotation marks ahcitation omitted). The FDA statedliylan Labs however, that “[b]ufor causation is not
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Consequently, under step two of thkevronanalysis, the FDA interpretation of the
FDCA as allowing the agency to condition tentative approval on a showing thatitiye ifa
which the drug is slated for manufacture complies with CGMP is a reasonabledosetiied to
deference. This does not, however, end the inquimaddition to challenging the FDA'’s
interpretation of the FDCA, the plaintiffs also challemgesther the FDAchangedts policy of
conditioning tentative approval on compliance with CGMP at the fauiliigre the drug was to
be manufacturedfi@r the plaintiffsraised achallengedo the policy in its letter of June 18, 2007.
SeePls.” Mem. at 33.

B. The FDA Did Not Change Its PolicyRegarding Tentative Approval

The parties do natispute that at the time the FDA granted tentative approval to the
plaintiffs’ two ANDAs, for esomeprazole and valganciclovir, the facilimebdia where those
genericdrug products were to be manufactured were out of compliance with CGMP. Pls.” Mem.
at 33 (“[T]he Agency was fully aware of, and indeed carefully considered, [theiffddint
compliance problems before it issued these [tentative approvals] in 2008”); \defs.’ at

16-17. As a consequenchetFDAadmits that granting tentative approt@the two ANDAs at

required to meet this exception,” meaning that the “applicant need anmytbhat acceptability of one aspect of the
ANDA (e.g. chemistry) was delayed due to a change in or review of theeewguits for approval, irrespective of
what other elements may have been outstanding at theo8th date.”ld. The plaintiffs argue that thghrase'is
caused by,” in 21 U.S.C. § 355(j)(5)(D)(V), is “materially indistinguishable” from therord “because” in the
definition of tentative approval and, therefore, the usdetause” in 21 U.S.C. § 355(j)(5)(B)(iv)(I1)(dd)(AA)
similarly does not limit the listed reasons for tentative approvial. Reply at 5. The Couggrees that the word
“because” and the phrase “caused by” are “materially indistinguishable” in tiiex¢dbut disagrees with the
plaintiffs’ conclusion that the Federal defendants’ positions are sistent. The FDA intergts the language in
both statutory provisions as setting forth necessary and sufficieditioos. In21 U.S.C. § 355(j)(5)(D)(i)(1V)the
FDA interprets the 3Gnonth forfeiture trigger as being tolled if (1) thereaschange in . . . requirements for
approval of the applicatighand (2) tentative approval could not be granted as a result of that ct&ewélylan
Labs 910 F. Supp. 2d at 302. 21 U.S.C. § 355(j)(5)(B)(iv)(I1)(dd)(AA)the FDA interprets the statute to require
an ANDA (1) meet althe requirements for final approval and (2) be ineligible for final appbyveirtue of a
blocking patent or other statutory bar. Defs.” Mem. at 26. In botarinss, the circumstance listed in the statute
immediately after “because” or “caused by,” i.e., the presence of a blocking patecbhange in requirements, must
be present and must be sufficient, standing alone, to prevent the predatlitarysclause from taking effect, i.e.,
forfeiture of 18Gday exclusivity eligibility or the 30nonth forfeiture trigger. Thus, the FDA'’s reading of both
statutory provisions is consistent.
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issue was an error, which the Federal defendants attribute to a breakdown in canomsnic
betweenCDER,the compliancénspection component of the FDA, a®&D, the approval
component of the FDADefs.” Mem. at 1416. The plaintiffs dispute this characterization,
contending that the FDA consciously changed its policy as a resué pfaimtiffs’ legal
arguments. Pls.” Mem. at 34.

At the TRO hearingbefore the filing of the AR, the Court obsentkdt “the record is
decidedly toudy on this assertionHrg. Tr. 101:21-22The plaintiffsstresghatwhether the
FDA erred or changed a lorgganding policy matters, notirtgat “the power to correct
inadvertent ministerial errors may not be used as a guise for changing paBesiens because
the wisdom of those decisions appears doubtful in light of changing policies.” Pia.’ 186
(quotingAm. Trucking Ass’'ns v. Frisco Transp. C868 U.S. 133, 146 (1958)The Court
concurs with the longtanding principle articulated lilge plaintiffs but, upon review of tHell
administrative recordconcludes that documentationiatra-agency communications supports
the Federal defendants’ view that miscommunication and, bluntly, a rushed @ntsitiered
processled to the erroneous issuance of tentative approval to the ANDAs in disgsytieethe
existence of a clear policy against such issuance.

First, the circumstances under which the OGD granted tentative apprdvalgiaintiffs’
ANDAs in 2007 and 2008 belies the plaintiffs’ assertion that a policy change had occihieed.
AR containgdocumentary evidence of personnel it GD, specificallyOGD Deputy Director
Robert West? asking CDERor a recommendatioto grant tentative approval éach ofthe
plaintiffs’ ANDAs even though the plaintiffs had failed to address the FDA'’s concerns in the

2006 Warning Letter. AR at 178@®. at 1814jd. at 1847;jd. at 1856;d. at 1859.These

23 As previously noted, due to the lack of clarity in the AR, the titlesnidividual FDA employees at the relevant
time period are derived from the plaintiffs’ memadam in support of its preliminary injunction. Pls.” Mem. at 35.
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documented requests to deviate from policy and grant tentative approval to thé glaMbDAS
is a clear indication that no policy chartggd occurredo cease requiring CGMP compliance
before granting tentative approval. Had such a policy chang&red there would have been
no need for Mr. West to seek CDER recommendaaich time.

Second, although th@aintiffs assert thatdt least21 different officials,” including high-
level FDA officials “personally were involved in the decision to issue these TAs despite their
awareness dthe plaintiffs’] compliance issugsPIs! Mem. at34 (emphasis in originalXhat
assertions not supported by the AR. For instance, the plaintiffs conteaidElizabeth
Dickinson, theAssociateChief Counsel in the Office of the FDA Commissioner, was one of
those FDA leaders “personally . . . involvad'the decision to grant the plaintiff tentative
approval for an ANDA despite nasempliance with CGMP. PlsMem. at 35. As grounds for
this contention the plaintiffs rely upon their former counsel’s declarationgthtitshe had
explained the plaintiffs’ “situation and [the plaintiffs’] interpretation of AEIA’'S new
definition of TA. [Ms. Dickinson] asked [the plaintiffs’ counsel] to memorialibe [plaintiffs’]
legal position in a letter to Gary Buehler, the Director of OGD, with a copy to Bexcl. of
Kate C. Beardsley (“Beardsley Decl.”) 1 10, ECF No. 40-4.

The AR contains no record of this phone cathough a letter from the plaintiffs’ former
counsel to Mr. Buehler, with a copyMs. Dickinson, does appear in the AR. AR at 1868-75.
The presence of this letter in the AR, listing Ms. Dickinson as the recipientagy may
indicatethat Ms. Dickinsormay have receivetthe letter, but falls far short of demonstrating that
she accepted the rationaetlined in it. As another exampline plaintiffs list every official
appearing in the “cc” line of an email chain betw&&#A employeess having participated in

this alleged policy change, even though many of those employees authored no parhailthe e
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chain. SeePIs.” Mem. at 35 (listinginter alia, John Dietrick, Shawnte Adams and Theresa Liu
as among the officials to “personally” review the decision to issue tenggipreval, citing AR
1782-87); AR 1782-87 (showing John Dietrick, Shawnte AdamsTardesa Liun “cc” line of

emal without authoring any portion of email chain). The AR simply does not contain eeidenc
of extensive, substantive discussion among more than twentydngimg FDA officials as the
plaintiffs characterize the recorskePls.” Mem. at 34regarding tle plaintiffs’ ANDAs. The

AR also does not contain any indication that the FDA ever adopted the plaintiffs’ atgume
expressed in June 2007 that the FDA could not condition tentative approval on CGMP, nor do
the plaintifs point to any portion of the ARide from its own letter to the agenag support for

this contention.

After this initial determinatioa~which was made oan accelerated

basis under the threat of litigation from the plaintihe record is bare that any further analysis
was undertaken by the FDA regarding whether CGMP compliance was an aperognidition

for tentative approvalSee generallAR.
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The slipshod nature of this approval process, especially considering thexistigg
policy in place designed to prevent approvahpplicationdor drugs manufactured in non-
CGMP compliant facilities, idisturbing. SeeTr. 45:1721 (questioning from the Court
regarding what steps, if any, had been taken to hold accountable the FDA ptaitilgle for
the errors).Yet, despite the plaintiffscontrary interpretatiarthe fact that the officials involved
consistently had to ask recommendations to deviate from established policyktbedacence
in the record of any other generic drug manufacturer receiving tentativevapglosent a
showing of compliance with CGMP; and the obvious confusitthin CDER regarding whit
wasdeviating from policy make clear that the FDA did not change its policyeddst rushed
and confused approval process, conducted with lackadaisical regard for an important publi
health policy, contributed to an error that took the FDA more than six years to disGuatr a
consistent failure of policies and procedures is stunning, but it does not indicatgea ichan
policy. The Court finds that the FDA did not alter its policy regarding conditiorimgtive
approval on CGMP compliance and, insteddarlyerred when it tentatively approved the
plaintiffs’ ANDAs for esomeprazole and valganciclovir.

C. The FDA'’s Rescission Of Tentative Approval For Plaintiffs’ ANDAs WasAn
Appropriate Exercise Of The FDA'’s Inherent Authority

Even assuming an errbad been madeh¢ plaintiffsnevertheless contend tttae
FDA's rescission ofentative appoval for the plaintiffs’ ANDAs was contrary to law in violation

of the APA for two reasons.irst, the plaintiffs argue that the FDA lacksy authoriy to
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rescnd tentative approval. Pls.’ Reply at 12. Secdinel plaintiffs posit thaif the FDA has
such authority, its exercise of that authority regarding the plaintiffs’ AN®DAS unauthorized.
Id. at 13. Neither argument is persuasive.

1. The FDA Has The Inheent Authority To Rescind Tentative Approval

The plaintiffs contention that the FDA cannot rescind tentative approval at all rests on a
statutory constructiothat elevates form over substance to the detriment of the statutory scheme
and purposelnitially, the plaintiffs contend that because the statute provides for the rescission
of final approval in a number of circumstancese21 U.S.C. § 355(e), the absence of a specific
mechanism for the rescission of tentative approval indicates that Congressidiemobto
provide for one, Pls.’ Reply at £2. The plaintiffs cobble together this interpretation from two
inapposite court decisions.

First, the plaintiffs rely oNew York v. FER(535 U.S. 1, 18 (2002), for the proposition

that “an agency literallhas no power to act . . . unless and until Congress confers power upon

24 Section355(e)provides, in pertinent part, that “[t]he Secretary shall, after due remig@pportunity for hearing
to the applicant, withdraw approval of an application with respeatyadrug under this section if the Secretary
finds” one of five conditions to have occurred. 21 U.S.C. § 355(e). The Sobdecther provides that the
Secretary “may also, after due notice and opportunity for hearing to thesappwithdraw the appval of an
application submitted under subsection (b) or (j) of this section” wheaik other conditions are found, including

that on the basis of new information before him, evaluated togetheth&ievidence before him
when the application was pyved, the methods used in, or the facilities and controls used for, the
manufacture, processing, and packing of such drug are inadequate to assueseme fis

identity, strength, quality, and purity and were not made adequthie & reasonable time after
receipt of written notice from the Secretary specifying the matter enegl of.

Id. The D.C. Circuit has described this subsection as applying to tentapirevals as well as final
approvals by mentioning more than one form of approval to which § 355(e) afpdiddylan Labs. v.
Thompson389 F.3d 1272, 1281 (D.C. Cir. 2004) (“[S]ection 355(e) simply sets out speifi

necessarily exclusive, circumstances under which the FDA must witlzama ANDA approvalWhether
final or otherwisg after notice and hearing(émphasis suppliefl) The parties are unanimous in asserting
that the Circuit’s discussion of this subsectiodicda and that the reference to “approval” in § 355(e)
means only final approvalSeePls.” Mem. at 38 (“Every party to this case . . . agrees that section 355(¢e)
applies only to final approvals”); Defs.” Mem. at 35 (“Section 355(e) doeappiy to rescission of
tentative approvals”). Absent an assertion from any party that the agenteypretation of § 355(e¥ iin
error, and the briefing that would accompany such an assertion, the €aurtess, without deciding, that
the provisions in 855(e) do not apply to the agency’s ability to rescind tentative approval.
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it.” Pls. Mem. at 40.That case addressed a federal agency’s power émptestate regulations,
as is evident from the full quotati@herrypicked by theplaintiffs: “[A] federal agency may
pre-empt state law only when and if it is acting within the scope of its congressionaiigteldle
authority . . . [for]an agency literally has no power to det,alone preempt the validly enacted
legislation of a sovereign Statanless and until Congress confers power upon it.” 535 U.S. at
18 (emphasis indicates words omitted in plaintiffs’ brief). In contéety York v. FERGtands
for the unsurprising principlthat federal agencies may not preempt state law unless Congress
has explidly authorized them to do s&ee id. Preemption is simply not at issue here and,
consequently, the FERC has no bearing on whether the FDA has inherent authoritfyto recti
regulatory errors in furtherance of the FDCA@mprehensive schemar the federal
government to ensutbe safety of drugs in interstate commeaind to “supplemerthe
protection for consumers already provided by state regulation and colfamdability.” Wyeth
v. Leving 555 U.S. 555, 566 (2009).

The other caseelieduponby the plaintiffs,North Carolina v. EPA531 F.3d 896, 922
(D.C. Cir. 2008), is similarly inapposite. The plaintiffs quNtath Carolinafor the proposition
that the EPA “is ‘a creature of statute,” and has ‘only those authoritiesroeshupon it by
Congress’; ‘if there is no statute conferring authority, a federal agencyhas’nPIs.” Mem. at
40; Pls.” Reply at 12North Carolinainvolved the EPA’s attempt to redistribute emissions
credits amongtates under the Clean Air Adilorth Caroling 531 F.3d at 920. In that case, the
D.C. Circuit found that the agency’s exercise of inherent authority was gotdrthe statute’s
limited goals sinceéhe agency purported to create an entirely new emissions control scBeme.
id. North Carolinasaid nothing about an agency’s ability to correct its own errors. Rather,

North Carolinastands for the principle that an agency cannot unilaterally expand the scope of a
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limited statute.See id.In the instant matter, the FDA it expanding the scope of tRBCA,
but exercising its inherent authority to ensure the FDCA'’s statutory purpfudieveed by
correcting its own admitted error. In suimetwo primarycases cited by the plaintiffs for the
assertion that the FDA has no power to correct its mistakes are inapposite @ndrthejects
the argument®

Indeed, the D.C. Circurecentlyreaffirmed federal agencies’ inherent authority to
reconsider and correct their own mistakeb/ynSports Medicine, LLC Burwell (lvy Sport3,
767 F.3d 81, 86 (D.C. Cir. 2014). In that case, the D.C. Circuit recognized its long held principle
that “administrative agencies are assumed to possess at least some intlevatyt urevisit
their prior decisions, at least if done in a timely fashidd.” The D.C. Circuit found, however,
that the FDA lacked thauthority to rescind a previoatassification of a medical deviean
order toreclassify the deviee-since Congress had established a statutory mechanism for
reclassifying such devicdébat would be subverted llye mechanism employed by the agency
Seeidat 87. In the instant matter, the parties do not dispute that Congress has not provided an
exclusive statutory mechanism for the rescission of tentative approval,sstiat provided for

final approvals. 21 U.S.C. 8§ 355(€)s! Reply at 12 n.4 (“All parties, however, agree that

251n a string of citations, the plaintiffs also assert thaited States v. Seatrain Lines, 829 U.S. 424, 4333
(1947), andCivil Aeronautics Board v. Delta Air Lines, In867 U.S. 316, 3334 (1961), support their contention
that an agency may not revoke a prior decision unless explicitlyragtido do so by statute. Pls.” Mem. at40.

In Seatrain Lines, In¢gthe Supreme Court found that the agency’s decision was a change yn patian
inadvertent error, and, consequently, the Commission could not rpopesedings to “correct a mere clerical
error,” 329 U.S. at 4289, a situation that is decidedly not present hexe,suprdPart Ill.B. Additionally, in
Seatrain Lines, In¢cthe agency had a specific statutory mechanism to review and revise certaomdedithin a

set period ofime. Seatrain Lines, Inat 432-33. Unsurprisingly, the Supreme Court found that when Congress
has set forth a specific mechanism to review and revoke previou®dscibie agency may not rely on its inherent
authority to act outside of the authgrifongress has inferredd. Similarly, inDelta Air Lines, Inc.the Supreme
Court reiterated that an agency “must follow the procedures ‘specificaligraaed’ by Congress and cannot rely
on their own notions of implied powersDelta Air Lines, Ing 367 U.S. at 334. In the instant matter, the parties
agree that the statute does not contain any set procedure for revokingaeqptoval. See supraote24.
ConsequentlySeatrain Lines, In@ndDelta Air Lines, Incare inapposite.
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section 355(e) applies only to final approval€®)Thus, the FDAasthe inherentwthority to
revisit its own decisions, since “the power to reconsider is inherent in the powerde. dévy
Sports 767 F.3d at 86 (internal quotation marks omitted).

2. The Rescission Of The Plaintiffs’ @ntative Approvad Was A
Reasonable Exercise Offie FDA’s Inherent Authority

Theplaintiffs’ fallback positior—that the FDA exceeded its inherent authority by failing
to rescind the tentative approvals at issue in a timely mannén/ls. at 37-38—s more
troubling, but still does not save the pldiisticase. At first glance, the FDAdescription as
“timely” of its reconsideration and rescission of tentative appraovais than six years after
those approvals were grantgtdains credulity Yet, the unique circumstances of this caswler
the FDAs lengthy delay ircorrecting its error byescinding tentative approval for the ANDAs
at issue ignore understandable, even if the delay is extraordinary.

The FDA was stymied at nearly every turn by the plaintiffs in the ageattgis\pt to
discover the extent of CGMP violations at the Paonta Sahib facility. As previmisky, it took
over a year for the plaintiffs to turn ovaudit reports that the FDA had made clear were needed
to completea review of the plaintiffs’ complianasith CGMP. See supréart 1.C.3. The initial

summaries the plaintiffs did turn over deceived the FDA into believing that akk essbes

identified in the 2006 Warning Letter were resolved. AR at J G
|
.
B The compliance hold was nidfted, however, and, in 2008, the FDA discovered the

problems at Paonta Shlwere unresolved and systemigee generall008 Warning Letter.

26 As previously noted, the parties’ position that § 355(e) applies onlyabdpprovals is open to dispuseipra
note24, but the parties’ failure to engage this issue despite the Couitaiow, seePls. Reply at 12 n.4, renders a
decision on thigpoint unnecessary to resolve the instant motions.
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By 2009, the FDA had stopped processing the plaintiffs’ applications, including the tRAAN
at issue here, as a penalty for the plaintiffs’ failure to address the psoatdraonta $éb and
Dewas. See2009 Letter at 1258 (“[T]he Agency does not intend ordinarily to conduct or to
continue its normal substantive scientific review (including review of data heting) of any
such pending application or supplement, or of any new application or supplemental apglicati
.. that contain data developed at the Paonta Sahib site . . . .").

The FDA froze all of the plaintiffs’ applications, including the ANDAs at issudis
suit, until 2014, first as a result of the plaintiffs’ own recalcitrance in proviaimit reports,
then as a result of the 2009 Letter, the subsequent consent decree and crimirs| ahdrge
additional reviews. When the FDA finally resumed reviewing the plaintfi¢DAs, the FDA
did so with the information unauablewhen the tentative approvals were issued in 2008—
namely, the full picture of the plaintiffs’ compliance problems developed beentervening
years.

The plaintiffs argue that an agency’s inherent authority to correct iteowrs is
fleeting, and must be exercised “in weeks, not years.” Pls.” Mem. at 37 (qudbazgleski v.
Treusdel] 562 F.2d 701, 720 (D.C. Cir. 1977M)azaleskdoes state that the time in which an
agency could reconsider its decision and rescind it “would be measured in weslegragtbut
the D.C. Circuit acknowledged that such a time period was appropriate “absent unusual
circumstances."Mazaleski 562 F.2d at 720. Thagencyerrorconsidered iMazaleskwas the
agency’sfailure to provide the specific reasons for an employee’s termination, asetequi
applicableprocedureslid. at 718. After the terminated employee filed suit in federal court, the
agency provided those reasons and sought to excubel#tedcompliancewith procedures

because the lapse “was fully rectified by this corrective actith.”The D.C. Circuit did not
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accept this excusansisting that the agency “afford [the employee] the opportunity of
prosecuting his administrative appeal once again. In the event that this appedgiylproves
unsuccessful, [the employee] must be permitted his day in court Id..at 722. Thus, the D.C.
Circuit’s rationale for remandiniglazaleskito the agency was rooted in a desire to ensure
adequate consideration at the administrative level before judicial reGewid.

The instant case differs froMazaleskin at least two crucial respects. First, no evidence
was presenteh Mazaleskthat the employee affirmatively interfered with the agency’s ability
to recognize and rectify its @m. By contrastin the instant case, the plaintifesled to provide
the requestedudit reports to the FDA aradso concealed the extenttbkir noncompliance
with CGMP to such an extent that the plaintiffsre eventually held criminally liable. Hee,
although the D.C. itcuit did not detaithe type of “unusual circumstancalatwould excuse a
corrective action occurring more than a period of “weeks” after the originsiaechis Court
believes that the instant matter qualifies for suchxaeion, particularly in light of the public
safety risks presented by disallowing the FDA from correcting itsak@stin approving a
genericdrug product.

Second, ilMazaleskij the terminated employee’s circumstances had changed
dramatically by the timéhe agency attempted to rectify its error: he had been terminated and
filed suit in federal courtSee Mazaleskb62 F.2d at 718. By contrast, the plaintiffghis case
were in the identical position when the tentative approvals at issue were gramtbdn they
were rescinded: the blocking patents had not expired. Indeed,if the tentative approvals had
remained in placehe plaintiffswould have been unable to obtain final approval to market the
drugs due to the compliance holds that pewighe plaintiffs’ manufacturing facilities in India

Defs.” TRO Opp’n at 17. Ae plaintiffscontend that they are harmed by the rescisguan
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though they are not able to market the generic drug products at issue becasbeultele able

to monetize their 180-day exclusivity righg receiving payment from thepotential

competitors, including the pioneer drug maker, tdabgrom exercising that rightSeePlIs!

Mem. at 5 This argument bolsters the Federal defendants’ position and undermines that of the
plaintiffs.

The plaintiffs’ asserted harmthat the rescission of tentative approval for their ANDAS
prevents them from excluding generic competitors from the madeitj.—is the exact
situation the MMA Amenthentwasdesigned to preverdee suprdart 1.A.3. Indeed, the
HatchWaxman framework and its subsequent amendnvesitsdesigned t@reventfirst
ANDA applicants from creating a “bottleneck” astbp lowcostgenericdrugs from reaching
the market.See id. In particular, he MMA Amendmentvasdesignedo eliminate “parking”
exclusivity rights and to speed generic drugs’ progress to meskeetd. The plaintiffs’
interpretatiorof the FDCAassupportingthe plaintiffs’ “right” to exclude competitosnd keep
a generic drug off the markistdirectly contrary to the intent of Congress and, as such, is
rejected. Consequently, since the plaintiffs were not able to market their drugs when the
tentative approvals were rescinddtk plaintiffs’ position lad notmaterialy changé.

* * *

In sum, the FDA should have recognized its errors earlier, but its failure to d@ so wa
caused in substantial part by the plaintiffs’ own malfeasance to which theuyalyepteaded
guilty criminally and paid $500 millimin fines. Such a set of circumstances qualifies as
“unusual” within the meaning dflazaleski since following that case’s “weeks, not years”

maxim in this case would lead to the incongruous result of allowing the plaiatifEnefit from

65



their own misleeds. Such a result is not mandated by case law or the statute. The FDA acted
within its inherent authority to rescind its tentative approval of the plaintiffDASI

D. The FDA's Interpretation Of The 30-Month Forfeiture Trigger Is
Reasonable

The plaintffs’ final argument is that the FDA's interpretation of therB0nth forfeiture
trigger for a first ANDA applicant’'s 18@ay exclusivity eligibility iscontrary to lawsince
tentative approval is an “historical fact . . . established for all time” aneftine, cannot be
rescinded. Pls.” Mem. at 33. Since the question is one of interpretation of the fotfejgyee
found in 21 U.S.C. 8 355(j)(5)(D)(i)(IV), the FDA’s interpretation is due deference unde
Chevronso long as the statute is ambiguous twed=DA’s interpretation is reasonable. The
FDA has no trouble meeting both prongs of@eevrontest here.

1. The Forfeiture Trigger Is Ambiguous

21 U.S.C. 8 355(j)(5)(D)(i)(1V) defines one of the six forfeittniggersas the failure of
anANDA applicantotherwise eligible for 18@ay exclusivity‘to obtain tentative approval of
the application within 30 months after the date on which the application is filed, unless the
failure is caused by a change in or a review of the requirements for apgirtvaapplication
imposed after the date on which the application is filed.” As previously noted titenta
approval” is defined as “notification to an applicant by the Secretary that anadigpliunder
this subsection meets the requirements of” § 355(j)(2)(A), but “cannot receretivadf
approval” because of blocking patents or statutory exclusivity.

21 U.S.C. 8 355(j)(5)(B)(iv)(II)(dd)(AA). The statute does not define “notificati@h, nor
doesthe statute sagnythingabout whethea “notification,” once given, may never be
withdrawn by the agency or whethbe rescission of tentative approvalllifies a previous

notification andcause a retroactive forfeiture of 180ay exclusivity. Seegenerally21 U.S.C.
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§ 355. Indeedalthough theplaintiffs state that “the statute’s plain language and structure
foreclose FDA'’s assertion that [the plaintiffs’] constructively failedlitam [tentative approval]
within the statutory deadlinePls! Mem. at 33 the plaintiffsrely only onstatutorysilence
regarding the possible retroactive effect of tentative approval rescfes their contention that
the statute is unambiguowsge id.at 32. As previously noted, statutory silence weighs strongly
in favor of finding that a statute is ambiguous and the Court, consequently, finds the FDCA
ambiguous here. Thus, the Court must move @hievrons second step.

2. FDA's Interpretation Is Reasonable

The plaintiffs interpret “notification” of tentative approval as a tinee matter of
historical fact. Pls.” Mem. at 32-33. The plaintiffs contrast tentative approval with final
approval, which the plaintiffs contend “is a continuing status” that may be revokeits“[i
requirements cease to be met . . . that is why Congress empowered FDAbitéstil. at 32.
In other words, according to the plaintiffs, the FDA’s sending of a lettdymafithe applicant
that an ANDA was tentatively approved prior to the 30 month deadline imposed by titer®rfe
trigger is sufficiento preserve potential 180-day exclusivity rights, no matter what happens
subsequently. Afe FDAasserts an alternative interpretatibat “forfeiture under section
355())(5)(D)(i)(1V) is avoided only when a tentative approval is valid,” and theaisce of an
invalid notificationdoes not prevent forfeiture. Defs.” Mem. at 40.

The two interpretationshay both be colorable, but the FDA'’s interpretation will be
credited so long as it is reasonabdTEU, 754 F.3d at 1042. The FDA’s interpretation here
does not, as the plaintiffs assert, add a “gloss on the statute that is not found in"tHeigext
Reply at 10 (quotinglloeckner v. Solis133 S. Ct. 596, 606 (2012)). Instetg agencynerely
reac the forfeiture trigger in the context of the larger statute and interprdtsfigieure trigger

accordingly. SeeFDA v. Brown & Williamson Tobacco Corfp29 U.S. 120, 133 (2000) (“Itis a
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‘fundamental canon of statutory construction that the wordsstditute must be read in their
context and with a view to their place in the overall statutory scheme.” (qudévig v. Mich.
Dep’t of Treasury489 U.S. 803, 809 (1989)).

The HatchWaxmanAmendmentsin general, and the MMA Amendmerm particular,
are designed to speed generic drugs to mafkee suprd&art I.A. The forfeiture triggers were
written into the statute to prevent first applicants from “parking” their righfsibgig to act on
their applications, either due to a monetary “pagelay”’ settlement or for other reasorfSee
149 Cong. Rec. S15746tatement of Sen. Schuménoting purpose of amendments was to
“ensure that the 180ay exclusivity period enjoyed by the first generic to challenge a patent
cannot be used as a bottleneck to prevent additional generic competition.”). The FDA'’s
interpretation of the statute as allowing the retroactive forfeiture of exclusitentative
approval is later rescinded is entirely in keeping with this Congressioriampbéhe larger
HatchWaxman goal of streamlining generic drug approvals to alafe, effective generic
drugs toreachthe market sooner.

As the Court noted at the temporary restraining order hearing, reading tliteiferfe
trigger aghe plaintiffs’ suggestelevates form ogr substance and would lead to absurd results.”
Hrg. Tr. 106:6-7. If forfeiture for failure to obtain tentative approval could not be triggere
retroactively,any ANDA later discovered to be deficient would still prevent other manufasturer
from enteringhe market, even though, as is the case in the instant matter, the ANDA should
never have been granted tentative approval in tharis&ince. Such a scheme would create a
perverse incentive to pharmaceutical companies to conceal any deficiencigNDAruntil
tentative approval is granted, relying on the often lengthy time period betamative approval

and final approval to fix any problems&ince the plaintiffs’ argument to the contrary is rooted
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entirely in an alternative interpretation oéthtatute that does not show the FDA'’s interpretation
to be unreasonable, either exclusively based on the statutory text or in the cotite)dtatute
as a whole and its purposes, the Court credits the FDA'’s interpretation thafefarfotrigger

in 21 U.S.C. 8§ 355())(5)(D)()(IV) may be applied retroactively urdeevronstep two.
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IV.  CONCLUSION

A series of agencgrrorscombined with the plaintiffsmalfeasance led to the tentative
approval of the plaintiffs’ ANDAdor generic drug products for eseprazole and
valganciclovir. The patented forms of these drugs, Nexiam®Valcyt®, are used by
hundreds of thousands of Americans to treat maladies both minor and severe. Even though the
plaintiffs have no realistic chance at entering the market in the near fineyeyonetheless
argue that they should be allowed to keep their competitors from enteriggribecmarketfor
these drugbecause they managed to deceive and pressure the FDA into erroneously granting
tentative approval to the plaintiff&NDAs. For its part, the FDA has demonstrated that its
internal system of checks and balances failed to preesimuserrorswith at least five of the
plaintiffs’ ANDAS, including the two at issue in this lawswand the very employees who were
tasked with carefully reviewing manufacturers’ applications to ensure @omoelwith the
industry’s best practices were granting approval without knowing why, usingdgadhey did
not understand.

In the final analysis, neither the plaintiffs nor the Federal defendants shoultidhed
with their actiongduring the processing of the two ANDAs at isstévertheless, the Federal
defendants’ interpretation tifie FDCA and the agency’s implementing regulatisrthie
substantial deference. Since the FDA is authorized to condition tentative approvabenreys
of CGMP comphnce at the facility where a genediug is to be manufactured, thBA4 erred
in granting tentative approval to the plaintiffs’ ANDAs for esomeprazole and valgawic.

Even thoughhat errowasbelatedly correctedhe agencyas the inherent authority to correct
its mistakes.The FDA'sinterpretation of the statoity provision requiring forfeiture of 18@ay

generic marketingxclusivity rights ifthefirst ANDA applicant is found not to have met the
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requirements for tentative approval within thirty months of an ANDA'’s sulomss
reasonable. Consequently, the Federal defendants’ motion for summangnidmd the
defendant-intervenors’ motions for summary judgment are granted and thdfplamdtion for
apreliminary injunction is denied.

An Order consistent with this Memorandum Opinion will issue contempaouaheo
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