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UNITED STATESDISTRICT COURT
FOR THE DISTRICT OF COLUMBIA

GENUSLIFESCIENCES, INC.,
Plaintiff,
V.

ALEX M.AZARII, et al, Case N01:20<v-00211(TNM)
Defendar,

LANNETT CO., INC,,

Intervenor-Defendant.

MEMORANDUM OPINION

In thepharmaceuticallevelopmenérena Congressreateda “winnertakeall” prize.
Under the Federal Food, Drug, and Cosmetic Act (“FDC#ig,firstdeveloper of “new
chemical enty” (“NCE”) —a drugapproved for the first time in the United Stategceives a
covetedperiod of exclusivit“NCE exclusivity”). During that time competing druggenerally
cannotcan enter the market.

Three years ago, Genus Lifesciences, Inc., fin@yearNCE exclusivity for its new
drug, Goprelto. But earlier this year, a competing dgpansored bizannettCo., Numbrino,
entered the market.

Genus now cries foul. It claims titaeU.S. Food and Drug Administration €A”)
infringed on its exclusivity period when it approved Numbrino. It believes that under ©&,FD
it is entitled to a fiveyear period otompletemarket exclusivity, barring all approval and
submission of applications for competing drugs. FDA and Lannett, on the other handhataim

everything is aboveboard. FDA explains that while Genus’s exclusivity period proRDAs
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from accepting any nesompeting drug applications, it does not bar it from approving
applications, like Lannett’s, that were alreadyha approval process.

The Court agreesith FDA thatGenus’s NCE exclusivity does not cover approvals. But
it disagrees with the agency’s reasoning. The FDCA prescribesrigndtir approval of
applications like Lannett’s based on the type of patent certification apghiecation FDA
admits thatlisregardedhese timelines Since the Court findat FDA misinterpreted the
FDCA, the Court’s inquiry stopserefor now.

l.
A.

Pharmaceutical companies may market new dongyswith FDA approval.See21
U.S.C. § 355(a). Bvelopirg and seeking approval of a piondeugofteninvolvesmuchtime
and money.A company’snew drugapplication(*“NDA”) to FDA must containftll reports of
investigations which have been made to show whether or not such drug is safe far use a
whether such drug is effective in uséd. § 355(b)(1). Most of those reportgély in large
measure on clinical trials with human subjéetisd “several phases of clinical testing,” often
spanning yearsSeeAbigail All. for Better Access to DeRrugs v. Von Eschenbac#95 F.3d
695, 697-98 (D.C. Cir. 2007).

To streamline the approval process for some drugs, Congress enacted the/abatem
Amendments to the FDCASeePub. L. No. 98-417, 98t&. 1585 (1984) These amendments
created two ableviated pathways to new drug approval.

First, a company seeking to market a generic drugsgamit an abbreviated new drug
application (“ANDA”"), which “piggy-back][s] on the brand’s NDA.SeeCaraco Pharm. Labs.,

Ltd. v. Novo Nordisk A/$66 U.S. 399, 405 (2012)i(ing 21 U.S.C. § 355(j)). Rather than



providing independent evidence of safety and efficacy, the typical ANDA showthéhgéneric
drug has the same active ingredients as, and is biologically equivalent t@ridedme drug.”
Id.

A second streamlined application optioelevant heras a 505(b)(2) applicationSee21
U.S.C. 8§ 355(b)(2) (codifying Section 505(b)(2) of the FDCA 505(b)(2)applicant must
show that its drugneets the “same safety and effectiveness stajsjlasia stanélone NDA”

(i.e., a 505(b)(1) application)Defs’ Mem.at 13 ECF No. 30- Yet “unlike a stanehlone

NDA, which relies entirely on studies conducted by its applicant, a ‘505(b)(2) apgpianay

rely on a combination of the applicant’s own studies and other sources, such as published report
of studies and the Agency’s findings of safety and/or effectiveness faranere previously
approved drugs, to meet the approval requirenfemds (citing 21 U.S.C. 8§ 355(b)(2)

FDA regulations outline the 505(R) application process. Within 60 days of an
applicantsubmittinganNDA, FDA conducts a filing review to make “a threshold determination
that the NDA is sufficiently complete to qpeit a substantive review.” 21 C.F.R.

§ 314.101(a)(1). This reviedeterminesvhether theapplicationon its facancludesall the
required informationis in thecorrect form, and whether some other drug’s exclusivity period
blocks approval or submissioid. 8§ 314.101(a)(1)Xd)—(e). If FDA files the application, it
notifies the applicant and a 180-day review period begins toldurg 314.101(a)(2). If,
however, it determines that thpplicationis deficient, the applicant must amegad resubmit

the NDA before FDA will substantively review itd. § 314.101(a)(3).

L All page citations refer to the pagination generated bZthat's CM/ECF systemCitations to the Joint
Appendix, though, use the J.A. pagination assigned by the partiesCourt has cited only the redacted, public
versions of the parties’ filings. Nothing in this opinisrtakenfrom redacted portions ohe filings, although the
Court fully reviewed them in reaching its conclusions



OnceFDA files an NDA, it conducts a substantive review of the application to determine
whether it can approve tligug If, during this review, it “dtermines thdit] will not approve
the application or abbreviated application in its present,fatnssues a “Complete Response
Letter” (“CRL"). Id. § 314.110(a). This letter describes the NDA'’s deficiencies and
“recommen(t] actions that the applicant might take to plétoe application or abbreviated
application in condition for approval.ld. An applicant receiving €RL has threeptions:it
may (1) “[rlesubmithe application or abbreviated application, addressing all deficiencies
identified in the complete respankettef (which begins a new review cycle perio)
“[w]ithdraw the applicatiofy or (3) “[rlequest opportunity for hearing.ld. § 314.110(b)(1)3).

Once FDA determines that an application meets all statutory requiremenls,
approve the NDA and send the applicant an approval ldtteg 314.105. Approval of a 505(b)
applicatior—whether an abbreviated or staadneNDA—givesthe ‘first-in-time innovatot a
“period of exclusivity’ Otsuka Pharm. Co. v. Pric869 F.3d 987, 990 (D.C. Cir. 201(€)ting
21 U.S.C. 8 355(c)(3)(E)(iiYiv)).

Themainissuehereis the beadth otthat exclusivityperiod.

B.

Doctors have used cocaihgdrochloride (“HCI”)topical solutions in nasal and sinus
surgeries for decades, dtiDA had never approved a drug that ugexs an active ingredient.
J.A.at245, ECF No. 52. Beginning in 2008, Lannett began to market an unapproved cocaine
HClI topicalsolution. Id. at 1075. The next year, Lannett discussed a proposal with FDA to
submit a 505(b)(2) application for its drulgl. at 607. Meanwhile, in 2013, Genus met with

FDA to discuss developing a similar drulgl. at 78.



In November 2016Genussubmitted an applicatiolm FDA for Goprelto, a cocaine HCI
topical solution.ld. at 93. FDA reviewed the application afidundit “sufficiently complete to
permit a substantive review” and accepted it for filihgy. at 122. It noted, though, that it had
some substantive concerns about Goprelto’s trials, labeling, and data, that Genus aetdd ne
addres before FDA could approve the drug. at 122—30.Genus addressed these concerns and
FDA approved Goprelto on December 14, 20Lk¥.at 577.

While FDA was conducting a substantive review of Genus’s application, Lannett
submitted it505(b)(2) applicatiofior its cocaineHCI topical solution, NumbrinoOn
November 29, 2017—15 days before approving GoprefiDA-filed Lannett’s applicationld.
at 840, 847.

During FDA's substantive review of Lannett’s applicatiBDA issued Lannett a CRL,
explainingthatLannett would need to submit additional data for it to approve Numblihat
1182. As Lannett developed a responghitdCRL, Genus filedwo citizen petitiors, urging
FDA to rescind its acceptanoé Lannett’s application dio stop accepting addinal
submissions from Lannetiiven Genus’s NCEexclusivity. Seed. at1800, 1928. FDA denied
both petitions.Seed. at1982, 2027.It approved Numbrinan January 2020Id. at 1323.

Genus now brings its arguntsimere SeeCompl., ECF No. 1lt claims that FDA’s
decision to approve Numbrino violated the FDCA and its own regulatidnat 26—28.1t also
argueghat FDA applied inconsistent standards of review to Genus and Lannett’s. NdDAt
25-26. Lannett intervenedseeMin. Order Feb. 182020), and the partiesossmovedfor
summary judgmenseePl.’s Mot., ECF No. 24Defs. CrossMot., ECF No. 3QLannett’s

CrossMot., ECF No. 31.



After reviewing the parties’ motions, the Cotetjuestedupplemental briefing omé
proper interpretation of the relevant FDCA exclusivity provision, 21 U.S.C. 8§ 83RE)(ii).
SeeOrder, ECF No. 53The parties submitted supplemental briséePl.’s Suppl., ECF No.

57; Defs.” Suppl., ECF No. 56; Lannett’s Suppl., ECF No a8 this matter is now ripé.
.

The Courtreviews FDA'’s decision to approve Numbrino under théministration
Procedure Act'§"APA") standards of reviewNormally, a court will grant summary judgment
when there “is no genuine dispute as to any material fact and the movantas émjiiddgment
as a matter of law.” Fed. R. Civ. P. 56(a). But Rule 56’s standards do not apply to a court’s
review of a finalagency action under the AP/&ee Sierra Club v. Mainelld@59 F. Supp. 2d 76,
89 (D.D.C. 2006). Inthese cases, summary judgment “serves as the mechanism fug,deidi
a matter of law, whether the agency action is supported by the administatneand
otherwise consistent with the APA standard of revield.”at 90 (citingRichardsv. INS 554
F.2d 1173, 1177 & n.28 (D.C. Cir. 1977)).

Under the APA, the Court will set asiB®A’s decision only ifit is “arbitrary,
capricious, an abuse of discretion, or otherwise not in accordance withGrarit Med. Ctr. v.
Hargan 875 F.3d 701, 705 (D.C. Cir. 2017) (quoting 5 U.S.C. 8 706(2)(A)). Thauglrts
review of agency action under the arbitrary and capricious standard isWiiatrmust
determine whether the agency “exanjifjehe relevant data and articulptpa satisfactory
explanation for its action including a rational connection between the facts found ahditiee ¢

made.” Motor Vehicle Mfrs. Ass’n v. State Farm Mut. Auto. Ins, @63 U.S. 29, 43 (1983)

2 The Court has jurisdiction over this case under 28 U.S.C. § 1331 beluisusetion arises under federal faw
specifically the Administrative Procedure ABtU.S.C. §8 70&t seq, the Declaratory Judgment Act, 28 U.S.C. 88
22012202 and28 U.S.C. § 1361



(cleaned up) If the agency’s reasoning is deficient, tledrt should not attempt itself to make
up for such deficienciéor “supply a reasoned basis for the agency’s action that the agency
itself has not giveri Id. That is not the role of the courts.

The Court reviews FDA's statutory interpretation underGhevrontwo-step
framework. First, theCourt considers “whether Congress has directly spoken to the precise
guestion at issue.Chevron, U.S.A,, Inc. v. NRDC, Ind67 U.S. 837, 842 (1984)f the statute
is unambiguous, that ends the analySiee idat 842-43. If the statute is “silent or ambiguous,”
the Courtproceedso steptwo and must uphold an agency’s interpretation if it “is based on a
permissible construction of the statutéd. at 843.

[1.
A.

Genusclaimsthat FDA should not have approved Numbrino once Goprelto received
exclusivity because the FDCA bars submissind approvalbf competing drugs during the
exclusivity period.Pl.’s Mem. at35, ECF No. 25.

Genus undisputedlyeld “NCE exclusivity” under 21 U.S.C. 8§ 355(8)(E)(ii)
(“Romanette ii")as of December 14, 201BeeDefs! Mem at 10; Pl.’s Mm. at 7 But just
how broad is this exclusivity? The parties agree that the answer turns on the plaggdanf
Romanette #-especially the second sentence of this clause (“Sentence 2”). As the language is
not exactly “plain,” the Court will diagram the statute for the benefit of theered®Rlomanette ii

says:



Sentence 1; Submission

Sentence 2: Approval

If an application submitted under subsection (b) for a drug, no active

ingredient (including any ester or salt of the active ingredient) of which has  conditional Clause
been approved in any other application under subsection (b), isapproved

after September 24, 1984, no application which refers to the drug for which the

subsection (b) application was submitted and for which the investigations

described in clause (A) of subseat (b)(1) and relied upon by the applicant for

approval of the application were not conducted by or for the applicant and formain Clause
which the applicant has not obtained a right of reference or use from the person

by or for whom the investigations were conducted may be submitted under

subsection (b) before the expiration of five years from the date of the approval of

the application under subsection @jcept that such an application may be

submitted under subsection (b) after the expiration of four years from the datg@fption Clause
the approval of the subsection (b) application if it contains a certification of

patent invalidity or noninfringement described in clause (iv) of subsection

(b)(2)(A)

The approval of such an application shall be made effective in accomtdhce ;... clause

this paragraplexcept that, if an action for patent infringement is commence

during the one-year period beginning forty-eight months after the date of th%xception Clause
approval of the subsection (b) application, the thirty-month period referred to Iin
subparagraphiC) shall be extended by such amount of time (if any) which is
required for seven and one-half years to have elapsed from the date of approval
of the subsection (b) application

21 U.S.C. § 355(3)(E)(ii).

This passage of the FDCA &imittedlydifficult to decipher. But that does not

necessarily equate sonbigtty.® Cf. Kisor v. Wilkie 139 S. Ct. 2400, 2415 (2019) (“[A] court

cannot wave the ambiguity flag just because it found the regulation impenetrdivgt cead.”).

So what doeg& mean?In short, Romanette ii means that onE®A approves an NCE, no one

cansubmitasubsequent 505(b)(2) applicationRDA for a competing drug for five years, or

four years if thesubsequent 505(b)(2) application ain$ a certification that no patents would

be infringed or violated by approval of the new drégd FDA canapprovesubsequent

505(b)(2) applications as it does for all other 505(b)(2) applicatidaysreferring to the

3 Recall that the Court defers to the agency’s interpretation of statlyté it is ambiguous.Chevron 467 U.S. at
842-43.



application’s patentertification and applying the prescribed timeliresl to each type of patent
certification.

Here Romanettei means that FDA'’s approval of Goprelto provided Genus with a five-
yearsubmissiorbar. ButFDA could approve Lannettalreadysubmittedapplication for
Numbrino on the normal timeline prescribed for 505(b)(2) applications.

How does the Court reach this conclusidfigst, note that Romanettean its face never
says thaa“505(b)(2) application may ndite approvedbefore the expiration of\fe years.” It
barssubmissions. 21 U.S.C.3%5(c)(3)(E)(ii)(“[N]o application . . may besubmittedunder
subsection (b)[.]” (emphasis added)he only mention of approval is that the “approval of such
an application shall be made effective in accordance with this pardgraphs FDA and
Lannett note, this is significanBeeDefs! Mem at 27; Lannets Mem at 19, ECF No. 31-1.

Congress showed in the surrounding exclusivity provisions that it “could have easily
expressly barred approvals hut it chose not to” in Romanette iLannett’'s Reply at 12, ECF
No. 44;see e.g, 21 U.S.C. 8 355)€3)(E)(ii)) (“[T] he Secretary may not make the approval of
an application submitted under subsection (b)effective before the expiration of three years
from the date of the approval of the application under subsectip}i)(bd. § 355(¢(3)(E)(iv)
(same). “WhereCongress includes particular language in gg@ion of a statute but omits it in
another section of the same Act, it is generally presumed that Congresseantisnally and
purposely in the disparate inclusion or exclusioRtissellov. United StatesA64 U.S. 16, 23
(1983)(cleaned up)

Nor has the D.C. Circuit held, as Genus suggestfl.’s Mem at 35, that Romanette ii
imposes a five-year bar on approvals.Osuka Pharmaceutic&o., the D.C. Circuit noted in

the statutory background section of its opinion that “Romanette ii confers asigiglperiod



of five years, during which ‘no [abbreviated] application which refers to trstfistime] drug’
may be approved.869 F.3dat 990 (alterations in original) But that case was not about how to
interpret Romanette-it involved determining the scope of two other exclusivity provisions in
the FDCA. As FDA arguesegeDefs! Mem at 3Q this statement is dictummeant only to
provide context for the other two exclusivity provisio@eeln re Grand Jury Investigatiqr916
F.3d 1047, 1053 (D.C. Cir. 2019) (“[Afatement not necessary to a caumblding is dictum.”).
And this dictum does not provide the Court a basis to ignore the statute’s unambigubus text.

So what is the scapof Romanette ii? A closer look at the statute’s text and
structure is in order.

B.

Romanette ibegins with a conditionalause: “If an application submitted under
subsection (b) for a drug, no active ingredient . . . of which has been approved in any other
applicationunder subsection (b), is approved after September 24, 1984[.]" 21 U.S.C.

8 355(9(3)(E)(ii). All parties agree that Goprelto was such an application, simasi{1)for a
drug usingcocaine HCJwhichFDA hadnot approved in any other 505(b) application, and (2)
approved byDA in 2017. SeeDefs! Mem at 10; Pl.’s Mm at 7.

The main clause followsIn sum|t saysthat noone may submit aubsequent
abbreviated applicatiera 505(b)(2) NDA—to FDA within five years of FDA’s approval dhe
first-in-time drug(i.e., theapprowed “application under subsection (p) See21 U.S.C.

8 355(9(3)(E)(ii). An exception clause folles thismainclause: certain applications may be

4 Genus also relies on a parentheticahimOtsukadistrict court opinion, which describes 21 U.S.C.

§ 355(¢)(3)(E)(ii) as “directing that. .no subsequent application .may be submitted (or approved) for five
years.” Otsuka Pharm. Co. v. BurweB02 F. Supp. 3d 37588-85 (D.D.C. 208); seePl.’s Mem. at 11, 35, 38
But as with theDtsukaD.C. Circuit opinion, the district court opinion was about the scope obtharexclusivity
provisions—21 U.S.C 8 355(c)(3)(E)(iii) and 355(c)(3)(E)(iv)See Otsuka Pharm G@&02 F. Supp. 3d at 391.
The opinion’s reference to Romanette ii was in passing, in the backgseatidn, not necessary-t@r even part
of—the analysis, and therefoisedictum. See idat 384-85.

10



submittedafter onlyfour years—505(b)(2) applicationthat“contairf] a certification of patent
invalidity or noninfringement described in clause (ivabsection (b)(2)(A). 1d.

So what is this‘certification of patent invalidity or noninfringement”? This is what FDA
calls a “Paragraph IV certification.3ee21 C.F.R. 814.50(i)(1)(i)(A)(4). Recall that
abbreviated 505(b)(2) applications rely on previously conducted investigationsidies st
assessinthe safety and effectiveness of one or npyeviously approvedrugs to meet FDA'’s
approval requirements. 21 U.S.C. 8§ 355(b)(2). Sometimes, drugs for which thosevstudies
conductedhlreadyhave patents associated with them. To ensure that no 505(b)(2) application is
infringing on a patent, the FDCA mandates that every 505(b)(2) applicatiorn“sfadding with
all the information required for a staatbne NDA—"also includea certification .. . with
respect to each patewhich claimsthedrug forwhich” the 505(b)(2) applicarsubmitted studies
and reports.ld. The certification must state one of fahings:(i) “that such patent information
has not been filed”; (ii) “that such patent has expired”; fifie date on which such patent will
expire; or (iv) “that such patent is invalid or will not be infringed by the manufacture, use, or
sale of the new drug favhich the application is submittédld. § 355(b)(2§A)(i)—(iv). A
Paragraph IV certification refers to this last opti@1 C.F.R. 814.50(i)(1)(i)(A)(4).

So Sentenc#’s exception clause meattss: if a laterapplication for a competing drug
includes a certification that any patents covering drefggred to in the studies and reports
submitted by th@pplicantareinvalid or will notbe infringedby the new drughenFDA can
accepthe 505(b)(2) applicatioof acompetingdrugafter fouryeas.

Sentence 2 iwherethe parties most vehemently disagree. It starts witplihese: “The
approval of such an application[.]” 21 U.S.C. 8 3%4XE)(ii)). What does “such an

application” refer to?

11



Genus contends that this phrasters tothe subject of Sentende—all subsequent
505(b)(2) applicationsPl.’s Mem at 37. FDA and Lannetton the other hand, construe this
phrase apart of a larger “patent clausgoverning onlylaterapplications that haveRaragraph
IV certification. Defs.” Mem at 30; Lannets Mem at 10-11.Since Lannett’s applicatidior a
competing drug did not have afagraph IV certificationtheyargue Sentencedbes not appl
hereat all. SeeLannetts Reply at 10

The Court agrees, on this point, with Genushe term'such,” when used as an
adjective,. . . rearly always operates as a reference back to something previously discussed.”
Takeda Pharms., U.S.A., Inc. v. Burw&B F. Supp. 3d 65, 99 (D.D.C. 2015). That, of course,
is of limited help since Sentence 1 refers to tlagaicationsthefirst-in-time application with
exclusivity, the subsequent 505(b)(2) application, and a subset of subsmopiartions with
Paragraph IV certificatns.

But rules of statutory interpretatia@tear upthis confusion.Under the “LastAntecedent
Canon,” a “pronoun, relative pronoun, or demonstrative adjective generally refers taréns ne
reasonablantecedent.”"SeeAntonin Scalia & Bryan A. GarmgReading Lawi44 (2012).This
rule would gener&y support FDA'’s reading. The nearastecedento “such an application” is
the application referred to in Sentericg exception clause.

But there isan exception to thisile: a pronoun or demonstrative adjectitbat is the
subject of a sentence and does not have an antecedent in that sentence oedéraritythe
subjectof the preceding sentencénd it almost always does so when it is the word that begins
the sentence.ld. at146(emphasis addef3ee, e.g.Loftus v. United Stated6 F.2d 841, 847
(7th Cir. 1931)“The phrasesuch offendeér. . . refers to the subject of that sentence which

immediately precedes that phrase, whiclamgy person violating this ac¥).

12



This exception applies her&ince SentencelZgins with the phrase “approval of such
an application,” there is no antecedent in that sentien¢such” to reference. Instead, “such an
application” refers to thprecedingsentence and, more specifigalihesubjectof the preceding
sentence. The subject of the preceding senisme¢he mainclause: andpplication which
refers to the drug for which the subsection (b) application was submitted and dartidni
investigations . . were not conducted by or for the applicarl’ U.S.C § 355(¢(3)(E)(ii). In
other words, anjatercompeting 505(b)(2) application. For the Court to read “such an
application” the way FDA and Lannett do, it would have to locate the subj8endénce in
the exception clause. That defies the rules of grammar

A second rule of statutory interpretation supportsrigesling Under the Presumption of
Consistent Usage canon, “paprd or phrase is presumed to bear the same meaning throughout a
text” SeeScalia& Garner,supra at I70. Though “such an application” may not share the same
meaning throughout the FDCA (given that #ugective‘such” refers tadifferent antecedents
depending on the context) eidtical phrases in cloggoximity are, in particularpresumed to
sharethe same meaningBrown v. Gardner513 U.S. 115, 118 (1994gxplaining that the
presumption of consistent usage is “surely at its most vigorous when a tepeatecewithin a
given sentence”).

The phrase “such an application” appears not only in Romanette ii, Sentence 2, but also
in Sentencd’s exception clauseSee21 U.S.C. 8§ 355)€3)(E)(ii). Sentence 1 creates a five
year submission bar for 505(b)(2) applicatiorexcept thasuch an applicatiomay be
submitted under subsection (b) after the expiration of four Yygarencludes a Paragraph IV
certification. Id. (emphasis added). There, the phrase “such an application” cannot reasonably

be read to refer tanything besideanysubsequent 505(b)(2) application—the subject of

13



Sentence 1. Th&ongress chose to use the same phrase imgidie next sentencevithout
further clarification suggests that it meant to refer to the same type of application in both
instances.

Thestructure of Romagtte iiconfirmsthis reading. The two sentences in Romanette ii
follow the same pattern. Sentence 1, addressing submissiop sifilasequent 505(b)(2)
application,saysthatno subsequent 505(b)(2) application densubmittedvithin five yearsof
the firstin-time application Id. It then provides a timing exception for applications with
Paragraph I\€ertifications. Id. Sentence explainsthatapprovalof subsequent 505(b)(2)
applicationswill be madeeffective “in accordance with this paragraphd. It then provides
another timing exception for applications with Paragraphdkifications:“except that, if an
action for patent infringement is commenced . . . the thirty-month period referred to in
subparagraph (C)"which refers to Paragraph IV certificatier§shall be extended Id.

The parallel structure of these two provisions confirms that Congress did not tizerow
sweep of “such an application” in Sentence ghveanonly Paragraph I\éertification
applications. Sentence 1 applies to submissions and Sentence 2 applies to approvals—with both
sentences providing timing exceptions for applications with Paragrapérti¥ications

So the first phrase of Sentence 2 means “approval of subsequent competing 505(b)
applications.” Then what? The parties agree on the meaning of the next ptiralidge’ made
effective” SeelLannetts Suppl. at 3; Pl.’s Suppl. at 5. Congress usedptiviasehroughout
Section 355 and generally hagbrecede a statement about a specific timeframe. For instance,
directly after Romanette ii, in 21 U.S.C385(c)(3)(E)(iii) and (iv)the statute providesahthe
Secretary fhay not make the approval’a differenttype ofapplication”effective beforghe

expiration of three years” after the approval offile-in-time drug. Orconsider21 U.S.C.

14



8 355(¢)(3)(C) which says that another application&pproval shall be made effective
immediately” See also, e.g21 U.S.C. 855(c)(3)(C)(ii)(I) (“[T]he approvashall be made
effective on the date specifibg the district court in a couarder[.]”); id. 8 355(j)(5)(B)(iii)
(“[T] he approvieshall be made effective upon the expiratiomhef thirtyymonth periofl]”).

Sowhen Romanette ii says that “suchapplication shall be made effectjV¢he reader
expects the next phrase to state a timeframe. It doesatdtast at first blush. Instead, it says
“in accordance with this paragraphd. 8 355(¢(3)(E)(ii). So what does “this paragraph”
mean?

“Congress often drafts statutes with hierarctschemes-section subsection,
paragraphand on down the line.NLRB v. SW Gen., Indl37 S. Ct. 929, 938-39 (2017).
Throughout the FDCA and, particularly in Section 355, “Congress used that structund . . . a
relied on it to make precise cragferences.When Congress wanted to refer only to a
particularsubsection oparagraphit said sd. Id. at 939 (describing theederal Vacancies
Reform Ac); see e.g, 21 U.S.C. 8§ 355(a) (referring to applications filed under “subsegijon
or (j)”); id. 8 355(b)(2) (referring to applications submitted “under paragrgph (1

The word “paragraph,” then, &slegislative term of art, meaning the third level of a
statute—i.e., a “subdivision of a subsection3eeM. Douglass BellisStatutory Structure and
Legislative Drafting Conventiorts (Fed. Jud. Ctr. 200&)itps://mww.fjc.gov/sites
/default/files/2012/DraftCon.pdf. In Section 355, “paragrare’markedy Arabic numbers.
See, e.g21 U.S.C. § 355(b)(2) (referring to applications submitted “under paragraph (1)”).
Subparagraphs and clauses—the nextléwels of the statute-are notedy capitalized letters

and romanettes, respectively.
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The sentence at issue appears in Section 355, subsection (c), paragraph (3), apbparagr
(E), clause (ii)). SowhenRomanette isays “in accordance with this paragraptrefers the
reader back to 21 U.S.C. 8 355(c)(3). That paragraph, in turn, provides timelines for approval of
applications filed under Section 355@)) depending on thigype of patent certificatiomcluded.

More specifically, Romanette ii instrts FDA to refer to the timelines prescribeddh
U.S.C.355(c)(3)(AX(C). Section 355(c)(3) begins with this instruction:

The approval of an application filed under subsection (b) which contains a

certification required by paragraph (2) of such subseahall be made effective

on the last applicable date determined by applying the following to each

certification made under subsection (b)(2)(A)[.]
Immediately following this instruction,paragraphs (A), (Band(C) provide three
timelines—all tied  anapplication’s “certification made under subsection (b)(2)(Aj.the
applicant certified that “such patent information has not been filed” or thét {fmtent has
expired,” {.e.“a certification described in clause (i) or (ii)safbsection (b)(2)(A)”), then
“approval may be made effective immediatelid. 8 355(c)(3)(A). A Paragraph llI
certification—providing “the date on which such patent will expiné,’8 355(b)(2)(A)(iii}—
maynot be approved untithe date certified” thiathe patent will expireld. 8 355(c)(3)(B)
Finally, an application witla Paragraph IV certificatiofishall be made effective immediately
unless . .. an action is brought for infringement of the patent that is the subject of the
certification” 1d. 8355(c)(3)(C). Then approval is not effective until “the expiration of the
thirty-month period beginning on the date of the receipt of the notice provided under subsection
(b)(3) or such shorter or longer period as the court may ordfér.”

SoRomanette ii’s instruction that “approvdié “madeeffective in accordance with this
paragraph” means that FDA should refer to the subsequent 505(b)(2) application’s patent

certification to determine the timeline for approvattwdtapplication.
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This makes sense. Betwen clearer language in the parallel provision of Section 355
bolstess this reading.As Genus andFDA recognize, th&DCA contains a substantially identical
provision to Romanette that applies to ANDA. SeePl.’'s Replyat34 n.8, ECF No. 3®efs!
Mem at 30 n.12; 21 U.S.C.355(j)(5)(F)(ii) (“ANDA Clause”). This clause, though, has a
slight variation in its languageRather than sathat approval $hall be made effective in
accordance witkhis paragraph’ 21 U.S.C. 8355(c)(3)(E)(ii)(emphasis addedi, says approval
“shall be made effective in accordance sititvparagraph(B),” id. 8 355(j)(5)(F)(ii) (emphasis
added).

Section 355(j)(5)(B)i(e., “SubparagrapfB)”), in turn,directly mirrors the language of
Section 355(cR). Compared. § 355(j)(5{B), with id. §355(c)(3). It directs FDA to reference
the patent certification contained in the application to find the timeline for appribtaén
provides three clauses21 U.S.C. 855(j)(5)(B)(i)iii) —thatprovide the same timeframes as
21 U.S.C. 855(c)(3)(AHC). The ANDA clause-by referencingsubparagrapfB)—certainly
was directing the reader to a different portion of the statute to firtdrieéne for approval.So
why should the Court read the reference to “this paragraph” in 21 U.S85(&)(3)(E)(ii) any
differently?

Indeed, FDA’s own regulations support this readibgder the headingSubmission of
and timing of approval of a 505(b)(2) application or ANDA,” FDA'’s regulations éxplee
following about Romanette ii's submission bar:

If a drug product that contains a new chemical entity was approved after

September 24, 1984, in an NDA submitted under section 505(b) of the Federal

Food, Drug, and Cosmetic Act, no person may submit a 505(b)(2) application or

ANDA under section 505(j) of the Federal Food, Drug, and Cosmetic Act for a

drug product that contains the same active moiety as in the new chemical entity

for a period of 5 years from the date of approval of the first approved NDA,
exceptthat the 505(b)(2) application or ANDA may be submitted after 4 years if
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it contains a certification of patent invalidity or noninfringement described in
8 314.50(1)(1)())(A)(4) or § 314.94(a)(12)(1)(A)(4).

21 C.F.R. § 314.108(b)|2 The very next paragph describes Romanette ii’s instructfon
approval of 505(b)(2) applications:

Theapproval of a 505(b)(2) application or ANDA described in paragraph

(b)(2) of thissection [i.e,, 21 C.F.R. § 314.108(b)(Will occur asprovided in §
314.107(b)(2) or (2), unless the owner of a patent that claims the drug, the patent
owner’s representative, or exclusive licensee brings suit for patent infringement
against the applicant during the 1-year period beginning 48 months after the date
of approval of the NDA for the new chemical entity and within 45 days after
receipt of the notice described at 8§ 314.52 or § 314.95, in which case, approval of
the 505(b)(2) application or ANDA will occur as provided in § 314.107(b)(3).

Id. 8 314.108(b)(3jemphasis addedNote, first, that FDA'’s regulation itself interprets
Romanette ii's reference to “such an application” as “approval of a 505(p){gation

... described in paragraph (b)(2) of this sectidd.” In other words, any subsequenb@f)(2)
application. The regulation doestlimit its approval instruction to 505(b)(2) applications that
have Paragraph IV certifications.

Second, the regulation points FDA tdifferentregulation to determine the timeline for
approval of these sebquent05(b)(2)applications21 C.F.R. § 314.107(b)(1) or (2%ection
314.107(b) saythat:

As described in paragraphs (b)(1) and (2) of this section, the status of patedts lis
for the listed drug(s) reliedponor reference listed drug, as appbts mustbe

consideredn determining the first possible date on which a 505(b)(2) application
or ANDA canbe approved

Section 314.107(b)(1)(i) then explaitmat a “®5(b)(2) application or ANDA may be approved
... [l mmediately if theapplicant certifies . .that:

(A) The applicant is aware of a relevant patent but the patent information tequire
under section 505(b) or (c) of the Federal Food, Drug, and Cosmetic Act has not
been submitted to FDA; or

(B) The relevant patent has expuirer

(C) The relevant patent is invalid, unenforceable, or will not be infringed, except
as provided in paragraphs (b)(3) and (c) of this section, and the 45—day period
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provided for in section 505(c)(3)(C) and (j)(5)(B)(iii) of the Federal Food, Drug

andCosmetic Act has expired; or

(D) There are no relevant patents.

Clauses (ii) and (iii) provide the timelines for 505(b)(2) applications withgPapé 111
and Paragraph IV certification§eed. § 314.107(b)(X)i )—iii).

See the parallels? FDA'’s regulations explaiat subsequent competing 505(b)(2)
applications are barred from submission for five (or four) yaad¢hat those same applications
are approveaccording to the type gfatentcertification in the applicatio

So even if the Court were to proceed @hevronstep two” and defer to FDA's
reasonable interpretation of Romanette ii, the result would be the same. The Condtdoes
defer to the litigation position in the agency'’s briefs, but only toagericyinterpretatioi that
“was promulgated in the exercise of [delegatadhority”—i.e., rules and regulationgMiller v.
Clinton, 687 F.3d 1332, 1341 (D.C. Cir. 2012). Here, the FDA’s promulgated regulations
support the Court’s interpretation of Romanette ii, @/€fDA’s litigation position does not.

C.

The parties agree withis analysis—to a point. In supplemental briefing)) admit that
“this paragraph” indeed means 21 U.S.C. § 355(ci@)specifically 21
U.S.C. 8355(c)(3)(E)(ii). SeePl.’s Suppl. at 5; LannéstSuppl. at 3Defs! Suppl.at 7
(accepting, but not explicitly affirming the Court’s interpretation).

But that is wlere the agreement endSespite theCourt’sinterpretatiorand FDAs own
regulatiors, thepartiesdo not think that the Court should use the timelipesscribedn
Subparagraphs (A), (Band(C) to determine wheRDA should have approved Numbrino.

Herés why.
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FDA and Lannett suggest Subparagraphs (A), (B), andg@)otapply to Numbrino

because Lannett did not submit a patent certification witOigb)(2) applicationDefs!

Suppl. at 7; Lannét Suppl.at2. FDA, specifically notes that Paragra@s directives apply

only to “an application filed under subsection iiich contains a certification required by
paragraph (2) of such subsectioefs.” Suppl. at 7 (emphasis in original). So since “Lannett’s
application does not contain a patent certification, none of the approval timelines in
subparagraphs (AJ€) of Paragraph 3 is applicableld.

This is perplexing, since FD#npliesthat a patent certification is an optional part of a
505(b)(2) application.lt is not. The FDCAexplains that a 505(b)(2) applicatiositall also
include . . a certificatiori that the ‘patent information has not been filethat the patent “has
expired,”that the patent “will expireon a specific date, or that the patestifivalid or will not
be infringed” 21 U.S.C. 8355(b)(2)(A){)—(iv); seePl.’s Suppl.at6 (“Every drug sponsor
submitting a 505(b)(2) application .includes as part of its application patent certifications
under Paragraph (b)(2) and applicable regulations.”).

TheFDA's regulations gree

If, in the opinion of the applicant and to the best of its knowledge, there are no
patents described in paragraph (i)(1)(i) of this section, a certificatibwe in t
following form:
In the opinion and to the best knowledge of (name of applicant), there are no
patents that claim the drug or drugs on which investigations that are reliechupon i
this 505(b)(2) application were conducted or that claim a use of such drug or
drugs.
21 C.F.R. § 314.50(2)(ii). Applications with this certificatiomre viewedas Paragraph |
certifications (.e., a certification“thatsuch patent information has not been fijexhd are

approvedmmediately in accordance witl U.S.C. § 35&)(3)(A) and21 C.F.R.
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§ 314.107(b)(1)(1)(D).SeePl.’s Suppl. at 7 n.3lt is unclear why here in litigation, FDA takes a
position saclearlyin opposition to its regulationsSeeNat’| Envtl. Dev.Ass’'ns Clean Air
Project v. EPA752 F.3d 999, 1009 (D.C. Cir. 2014l {s axiomatic. . . that an agency is
bound by its own regulations.” (cleaned up)).

Indeed, even iits supplemental brief, FDA fails to emphasthe critical language of
Section355c)(3). Paragraph 3 applies to “an application filed under subsectiovh{th

contains a certification required by paragraph (2) of such subsection.” 21 U.S.C. 8§ 355(c)(3)

(emphasis ifFDA’s brief, underlining added True, notevery application filedinder
“subsection (b)tequires a certificatianFor instancestandalone applications filed under
505(b)(1) would have no need to include a patent certification since they do not relyoae any
else’sstudies or reports. But “paragraph (2)that is,505(b)(2)—applicationsequirethat
certification. See id 8 355(b)(2)(A).

As FDA and Lannett acknowledge, Lannett did not submit a patent certifichtistead,
FDA'’s assessment forfior Lannett’'s Numbrino application checks a box undratént
Certification/Statementghat says“No patent certifications are requiregl§, because
application is based solely on published literature that does not cite a spewfiator
product).” J.A. at 1788. Strangely, thouglery other optioffior “Patent
Certification/Statementsin the form provides a statutory or regulatory basi#tiaroption, this
one option citesio regulatory or statutory basi$d.® It is thus unclear on what basis FDA could
justify acceptinga 505(b)(2) application withoutaertification. If, as Lannett and FDA claim,
there were no patents covering the studies relied on for Numbrino, Lannett shoulal heast,

filed a certification saying there were “[n]o relevant pateng&ee21 C.F.R. § 314.50(i)(1)(ii).

5 It is alsounclearwhat the distinction is between this option and the seventh option fortiee“21 CFR
314.50(i)(1)(ii): No relevant patentsJ.A. at 1788.
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Nor does the Court agree witaAnnett’s alternativenterpretation of the phrassHall be
made effective in accordance with this paragragkccording to Lannett, Congress did not
really mean to refer the readerRaragraph 3. Lann&tSuppl. at 3.It says that “this
paragraph” refers only to Section 355(c)(3)(@). Indeed, it needs to argue this because of how
it defines “such an application” at the beginning of Sentendé“8uch an application” means,
as Lannett says, a “505(b)(2) application with a Paragraph IV ceitfi¢athen it would make
little sense for Congress to broadly direct the reader back to all of Sectiol)3pMbich
includes timelines for applications witall types ofcertifications.

Lannett’'s argument faces anotipeoblem, though. If Congress wanted to refer to
Subparagrap(C), it would have done so. In Romanette ii, Sentence 2 itself, Congress homes in
on Subparagrap{C), citing it in the exception claus&ee21 U.S.C. § 355(¢3)(E)(ii). It
would be oddor Congress toefer to this subparagraph ‘@hkis paragraph” at the beginning of
the sentence, only to refer to it again asfsaragraph (Cla few words later.

Genus disagrees with the Cofat a differentreason. While iaffirmsthat “this
paragraph” refers to Paragraph 3, it notes that Paragraph 3 contains more than just
Subparagraphs (AJC). Pl.’s Supplat 7. FDA must also consider Subparagraphs (B)-it
argues, when trying to determine Numbrino’s approval timefimee Paragraph 3 states that
“[t]he approval . . shall be made effective on thest applicable daté 1d. at7-9 (citing 21
U.S.C. 8355(c)(3)). Romanette i{in Subparagraph E), dirgues“also contains an ‘applicable
date’ for approvals: Five yearsld. at 8.

Under this reading, Genus argi@manette iiwould block Numbrino’s approval for
five years Butthreecluessuggesthis clausdacksthe applicable timeline for approvdtirst, if

Congress wanted FDA to apply the fia-fouryear submission bar timeline to approvals of
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subsequent 505(b)(2) applications, there is no reason for it to refer to Paragraph 3d Hawveul
just sad “approvals shall be made effective in accordance thighclausé or “clause (ii).”
Genus provides no reasoned explanatiomfoy it would refer to the timeline in Romanette ii
through such a round-about way as Genus proposes.

Secondreading the prefacing text of Paragraph 3 as applying only to Subparagraphs (A)
(C) matcheghe parallel provisions in the ANDA section of the statute. Recall that the
equivalent ANDA provision of Romanette ii refers the reader to the timelinextordance
with subragraph (B) 21 U.S.C. § 355(j)(5)(F)(ii). Subparagraph (B) @he next three
clauses (iiii) provide the approval timeline fan ANDA, depending on the type of patent
certification in the applicationld. 8 355(j)(5)(B). Notably, theANDA excluson clauses doot
appear under Subparagraph (B). They appear in their own subpara@apparagraph).

Seed. §355())(5)F). In other words, the parallel ANDA provisions show that Congress did not
mean to sweep Subparagraph (E) exclusions into the timelines provided under 21 U.S.C.
8 355(c)(3)

Genus argues that this differennestructure was intentional. Pl.’s Suppl. at 12
submitsthat, since ANDAs can nevee submittedeforeapproval of a drug with NCE
exclusivity (there would be no pre-existing drug to copth)e ANDA [NCE exclusivity]
provision’s bar on submissions functions automatically to bar approvdlgdgrears.” Id. So
there was no need for Congress to “generally subject ANDA approvals tmitseof the
ANDA NCEE provision;] . . .the 5year submission batready provided a 5¢ear approval
bar” Id. at 13(emphasis in original)

Perhaps so. But this explanation still does not grapple with the statutory language in

Paragraph-3-which isthethird reasorSubparagraph (E) does not provide the applicable
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timeline. Paragraph-3-before reaching Subparagraphs (®)—says that “approval... shall

be made effective on the last applicable date deternbyagplying the following to each
certificationmade under subsection (b)(2)(A).” 21 U.S.C. § 355(c)(3) (emphasis added).
Subparagraphs (A{C) then provide three timelines for approval baseé@ach application’s
patentcertification. Id. 8 355(c)(3)(A{C). Subparagraphs (D) and (E)—though they appear at
the same “subparagraph” levetlearlyaddress different aspects of 505(b) applicationsivi[c]
actior{s] to obtain patent certairityand exclusivity periodsld. 8 355(c)(3)(DHE).

Finally, even if Genus were correct that Saktagraph (E) shoulde considereds part of
“this paragrapHi it still would not provide the result Genus wantg¢othing in Romanette ii bars
approvalsfor five-or four-yearperiods. So even if FDA considered Subparag(gpim its
search fothe applicable timeline under “this paragraph,” RomanetkSiubparagraph (E)
would not provide a later “applicable date.”

D.

Along with its statutory construction argumen@enus raisesolicy reasorfor why
Romanette ii should be read to block approval during the exclusivity peCiaagress created
exclusivity periods to incentivize innovation and to reward “drug makers who develop drugs
containing an active ingredient that is not a component of an existing FDA-approged dru
Pl.’s Mem. at 10. And Congressclaims, intended Romanette ii to be the “FDCA’s broadest
grant of marketing exclusivity... commensurate with the degree of innovation required to’
[obtain it].” 1d. (citing Otsuka Pharm. Co869 F.3d at 990, 993).

But, it reasons, how could Romanette ii be “FDCA’s broadest grant of marketing
exclusivity; if it does not bar approvals? Other surrounding provisions in the FDCA

unequivocally prohibit approval of competing applicatioBee, e.g.21 U.S.C.
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8§ 355(c)(3)(E)(iii). If the Court interprets those provisions to “reach more lyrtzath”
Romanettai, the Court would “undermine Congress’s intenRl.’'s Mem at 39(emphasis
omitted)

But in mostcases, Romanettedbesprovide NCE exclusivity holders with a broader
grant of exclusivity than other provisions. As Genus itself recegnia bar on ‘submissions
even broader than a bar on FDA ‘approvalg+eans the secord-time applicant cannot even
beginthe lengthy FDA review process, and so cannot be ready for approval on theed#yeaf
exclusivity period ends, as frequently occurs under other forms of exclusiidtyat 12.

This case is a rare exceptietikely one that Congress did not even @nplate®
Indeed, “FDA is not aware of another set of ‘dueling’ 505(b)(2) applications &@84.” J.A. at
1925. That is because, generally, NCE exclusivity protects development of “noviglfdrere
unknown molecule[s] Defs! Mem at 32. It woultbe a strange coincidence for two
companies at the same titeedevelop the same NCE and apiay=DA.

Here, Genus and Lannett both submitted applications for a drugassiame which “has
been known and used for various purposes as a drug for well over a ceidurylieir dueling
applications setin unexpected stumbling blotike Genus—since Lannett submitted its
application before Genus’s approval date, Romanette ii's broad exclusivity provigiootdi
apply.

Perhaps this is a loophol@&ut it is not the Court’s loophole to closé court’s role is
“to interpret the language of the statute enacted by Congrds improve upon it.’Eagle

Pharms., Inc. vAzar, 952 F.3d 323, 340 (D.C. Cir. 202@)eaned up).

6 As Genus points out in supplemental briefithggre are contextual clues ti@angress may havassumedhat
approval would always follow thiéve-year submission bar. Pl.’s Suppl. al®. Even so, the Court cannot ignore
what Congresactuallysaid: Romanette is exclusivity periodextends onlyo submission, napproval, of
competingdrugapplications.
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* % %

So what does all this mean tbis cas@

First, itmeans thaGenus ignistakenthat its NCEexclusivitybars submissioand
approval of subsequeb05(b)(2)applications.Romanette ii barsubmission of competing
505(b)(2) applications but does not bfaeir approval.

More, it means that FDA alsmisappliedRomanette ii. Despite tHanguage of the
statute, FDA claimshat “Romanette ii does not require FDA to approve Lannett’s application
within the timelines prescribed in Paragraph Béfs! Suppl. at 4. The Court disagrees. The
plain language of Romanette ii aRdragraph 3 makes approeél subsequent 505(b)(2)
applicationeffective based on thatbsequent application’s patent certification. Based on
FDA'’s own representations, it did not consider timelines prescribed in Paragraphy®en it
approved Numbrino.

V.

“Under settled principles of administrative law, when a court reviewing geion
determines that an agency made an error of law, the’sanquiry is at an end[.] PPG Indus.

v. United Statesb2 F.3d 363, 365 (D.C. Cir. 199595DA correctly determined that Genus’s
exclusivity period did not bar it from approving Numbrino. Butmisinterpreting the approval
clause of Romanette ii, it failed to provide a reasoned explanation to this Countgior w
Lannett’s application could properly be approved under the FDCA. The Court will thys den
summary judgment for FDA and Lannett and grant it, in part, to Genus on Coulitsiiparate

Order will issue.

2020.09.15
oy 1 6:1 4.49 —O4'00l

Dated: Septembel5, 2020 TREVOR N. McFADDEN, U.S.D.J.
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