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UNITED STATES DISTRICT COURT
FOR THE DISTRICT OF COLUMBIA

STAT-TRADE INC,,
Plaintiff,
V. Civil Action No. 11-1789ABJ)

FOOD AND DRUG
ADMINISTRATION, et al,

—_ N N

Defendant.

MEMORANDUM OPINION

Plaintiff StatTrade, Inc.(“Stat-Trade”) brings this action against thenlted SatesFood
and Drug Administration (“FDA”)its commissioner Margaret Hamburg, and the Secretary of
the Department of Health and Human Seryitegthleen Sebeliydor declaratory mandamus,
and injunctive relief StatTrade isa small pharmaceutical compasybject to fees undehe
Prescription Drug User Fee Aof 1992, as amendgdPDUFA”). It has fileda motion for
summary judgmen{Dkt. # 19],and defendantsavemovedto dismiss or, in the alternative, for
summary judgmen{Dkt. # 20].

StatTrade asserts two claimsfirst, it argues thasince fiscal year 2009 FDA has
required Staffrade to payyearly fees for two pharmaceutical pnactsthat should have been
exempt under the statuteThe Court finds thathe two products do fall under the statutory
exception. However, since Stafrade failed to contest the charges from fiscal years-2ZQL
within the statutorily mandated time,istbarred from assertirthe exceptiorfor those fes now.
Accordingly, the Court will grant Statrade’s motion for summary judgment on Count | as to

the fiscal year 201fees but will deny it as tahefiscal year 2009201 1fees
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Second,StatTradeargues that FDA has unreasonably delayed reviewing certain of its
requestdor waivers from fiscal years 2002011 Because the Court finds that Stahde’s
claim is mootas tothe 2009 and 2010 waiver applications, and thatBtde has failed to show
that FDA unreasonably delayeckviewing the 2011 waiver applicationthe Court will grant
summary judgment fatefendantaind deny StaTrade’s motion orCount II.

STATUTORY BACKGROUND

The PDUFA governs FDA’s assessment of fees for prescription drugcamgliand
application holders. 21 U.S.C8879g 379h The fees at issue here are annual product fees,
which FDA assesses separately for each “prescription drug prodddte’ statute defines a
“prescription drug product” as “a specific strength or potency of a drug in finatjdderm” that
has been approved by FDA, that may be dispensed only by prescription, and thatledimci
the FDA'’s list of approved drug products that are being actively marketegetdna 21 U.S.C.

88 3799(3), 379h(a)(3)(A). This definition reflects amendments made by Congress in 2002 and
2007.

It was in 2002 that Congress amended the defintiofprescription drug productto
include reference tthe “Approved Drug Products with Therapeutic Equivalence Evaluations”
list, informally known as the “Orange Book.See21 U.S.C. § 3799(3(2002) The Orange
Book is divided into the “active” section, which lists approved drug products that are in
commercial production, and the *“discontinued” section, which lists those thanhare
Administrative Record ER”) 265. The 2002 Amendmentfarified that a “prescription drug
product” must be “on the list of products described in section 505(j)(7)(A) or [] on adaed

and maintained by the Secretary of products approved umdean drug applications under



section 351 of the Public Health Service Act.” H.R. Rep. No-48X; at95 (2002) The
accompanying Conference Report stated:
The term “prescription drug product” is modified to allow the Secretary to

use the Prescription Drug Product List (the active portion) in the “appromey D

Products with Therapeutic Equivalence Evaluations,” (the Orange Book) as the

basis for identifying which products should be considered to be prescription drug

products for fee assessment purposes.
Id. at 149 reproduced aAR 149. In 2007, Congress further amendedRbB&JFA definition of
“prescription drug product” texpresslyclarify that fees should be assessed for a drug on the list,
but “not including the discontinued section of such list.” 21 U.S.C. §@37J&C) (2007).

FDA typically sendsout invoices in August fofees assessed for the upcoming fiscal
year AR 226 Fees araelue on October,land failure to payn full by October 31subjectsa
company tofinancial penalties, interest, andnaiistrative fees as well asrearage, meaning
that FDA will not accept any applicatiom supplement filingrom that company until all owed
fees are paid. 21 U.S.C. 88 378}3)(A), (e).

The PDUFA also contains a product feeceptionandtwo waive provisionsthat are
relevant to this case:

e Section 379h(a)(3R) excets a“prescriptiondrug product”from product fees if

“such product is the same product as another product approved under an

application [for generic drug approvalhder ...355(j) of this title”* 21 U.S.C.

§379h(a)(3)B). The parties dispute whethehis exception appliesin any

situation wherean equivalentgeneric haseen approved biDA or whether it

applies only when the generic is being actively marketed

1 The Court will refer tohis provision as the “generéxception”



e Section 379n(d)(1)(BrequiresFDA to granta partial or complete waiver of fees
to any company that can demonstrate that “the assessment of the fee would
present a significant barrier to innovation because of limited resourcesbvaila
to such person or other circumstante21 U.S.C. 879h(d)(1)(B). Plaintiff has
asserted this waiver.

e Section 379h(d)(1)(C) requires a fee waiviérthe fees “will exceed the
anticipated present and future costs incurred by the Secretary in condheting
process for the review of humarudrpplications for such persof.21 U.S.C. §
379h(d)(1)(C). Plaintiff has also asserted this waiVer.

FACTUAL BACKGROUND
StatTrade is a small pharmaceutical compahgat currently owns and holdsSDA

approval for the prescription antiffammatory dug Naprelan in three different dosage

2 The Court will refer tothis provision as the “barrigo-innovation waiver” or “BTI
waiver.”
3 The Court will refer to this provision as the “feeeceedthe-costs waiver” or “FEC
waiver.”

4 FDA uses cumualtive fees and costs, beginning in September 1, 1992 — when the PDUFA
program was inauguratedand ending in the year for which the waiver is requested. Defs.’
Mem. in Support of Mot. for Summ. J. (“DefdST) [Dkt. # 20-2] at 89. In other words,

FDA adds all of the fees that the company and its affiliates have paid sineenSeptl, 1992,

and then subtracts the total costs that FDA has expended on revieeingpplications and
supplements since the same date. The difference is the waiver anmpottant to this case,
however, is a provision of the PDUFA that authorizes FDA to use “standard costs”ssi@gse
FEC waivers. 21 U.S.C. § 379h(d)(3). Citing this provision, FDA has adopted a complicated
method of calculating a company’s “standard cos®&eeAR 184-89. In simplified form, FDA

first determines the average cost of processing each type of application and sopfhetwas
submitted during that year, and then adds up the standard costs for eachti@ppdicd
supplement that the company and its affiliates have submitted since 1992. The sum is the
“standard cost” for that company, which is subtracted from the fee amount in@uaktetmine

the amount of the waiver.



strengths. SeeAR 6, 190. In 2002 and 200F DA approveda competitor’sapplicationsfor
generic versions of Naprelan in two of tiheeestrengthg375 mg and 500 mgand the generic
drugs went into commercial proction. AR 257. However, in 2009after an adverse decision
in a patent infringement lawsuthe generic manufacturer discontinued its salegb®igeneris.
AR 77-78> When the genericwent off the market, FDA began assess#igtTrade product
feesfor all three strengthef Naprelan including the two withapprovedgeneric counterparts,
andit has continued to do so foiscal years 2009-2012.AR 1-2, 5, 16, 65—-68.

The fiscal year 2010 invoice was thHest to assesproduct fees for all thredosage
strengths of NaprelanAR 1. It was issued byDA on August 14, 2009.1d. Nearly four
months laterFDA issued Stafrade a second invoice for Naprelan PDUFA fedkis one for
fiscal year 2009. AR 2, 5.

On April 6, 2011, Stafradewrote FDA andrequestecan exception AR 22-24 It
assertedhat the 375 mg and 500 mg strengths of Naprelan showadrapt from product fees
under thegeneric exceptigrandit askedFDA to apply theexceptionto its invoices forfiscal
yeas 20092011 Id. The letter also requested thaDA apply the exceptiornto all future
PDUFA invoices.AR 23. In support of its request, Sthtadetook the positiorthat the PDUFA
exception covers product fees for all prescription drug products with approved generic

courterparts, regardless of the generic drug’s market statAR. 22-23. Since FDA had

5 Neither the manufacturer ndfDA withdrew approval of the generic products or
withdrew the abbreviated new drug applicatioANDA”) under which they were approved.
AR 78, 263.

6 FDA actually issues Stdirade’s product fee invoices to the company’s affi|i&@&|
Pharma LLCgsee, e.g.AR 1, 2, 16, 66, buir the sake of convenience, the Court will refer
both STI Pharma LLC and Statade, Inc. as “Statrade”



approved generic versions of two strengths of Naprelan;T&de argued, that exception
applied to those two productsd.

FDA did not respond to Stdtrade’s request ghat time. Instead, gent Staffrade a
draft invoice for fiscal year 2012AR 25-32 This invoiceagainassesseg@roduct feedor all
three strengths of Naprela\R 31. StatTradecontacted FDAon three occasion® asserthat
the two strengths of Naprelan should be exempt from product fees under the PDUFA generi
exception and to requeghat FDA apply the generiexceptionto the final2012 invoice AR
3537, 38-39, 57/59. Without respondingo any of StatTrade’'srequestsFDA issued a final
invoice onAugust 15, 2011, assessing product fees for all three versions of Napt&taB5-

68. Paymentvasdue October 1, 2011 AR 65-68.

Meanwhile, in February 2010 StatTrade submittedbarrierto-innovation andfees
exceeethe-costswaiver reques for fiscal years 2009 and 2010AR 4-8. Six months later,
FDA deniedStatTrade’sBTI waiver request and notified Sfatade of its appeal rightsAR 9-
15. In the same letter, FDAtatedthat it had notyet consideredstatTrade’s FEC waiver
requestandexplained that it planned ttefer consideration untidfter the appeal was completed
or after it receivednotificationthat StatTrade had decided not appeal AR 14. StatTrade
appealed the decisidoy letterin Septembef01Q AR 17. In thesame letter, it also requesit
BTl and FEC waivers for fiscal year 201(H.

While StatTrade’sgeneric exceptioand waiver requests were pending, its 2009 to 2011

invoices became overdue. AR 54s a result, Stalrade sat in arrears for over a year and a half

7 After the final invoice was issued, Sfhatade challenged it again by formally requesting
thatthe 375 mg and 500 mg strengths of Napréamexceted from product fee&\R 69-74, but
it later withdrew the requesAR 148.



and accumulated $234,831 in penaltisl interestuntil one of its affiliates agreed to pay the
total amounts part of a transfer of rights to market NaprelaR 54-56.

StatTrade filed this sujtalong with a motion fopreliminary injuncton on October 7,
2011 in an attempt to force FDA to review generic exceptioand waiver requests befafee
next installment oPDUFA feeswould becomalue [Dkt. # 1, 5]. As of that date FDA had not
ruled onany of the outstanding disputesie 209and2010BTI waiver appealghe BTI waiver
request for fiscal year 201fhe FEC waiver request®r 2009-2011,0r the generi@xception
requestdor 20092012 and thereafterThe Court held several conferences with the parties, and
ultimately, n reurn for StatTrade’'s agreement tavithdraw its motion for preliminary
injunction, FDA agreed torule on StaflTrade’sBTl and FEC waiver requestes well as its
generic exceptiomequest SeeMinute Order (Oct. & 2011); Minute Order (Oct. 25, 2011)
Minute Order (Oct. 27, 2011).

On October 21 FDA issued a decision denyirgl threeof StatTrade’'sBTI waiver
requests. AR 1563 On October 27FDA issued a decision partially granting Staade’s
FEC waiver requesfor fiscal years 2009 and 2010, and agreeing to refund Stat-Trade $299,367.
AR 178-18Q However, i refused to decide Starade’s fiscal year 2011 waiver requestthe
grounds that it could not issue its final determinatiatil it had calculated its standard costs for
fiscal year 2@1, which it estimated would not occur untilJune 2012 at the earliest. AR 192
n.7.

Finally, on October 31, FDA took a formal position on the availability of the generi
exception. ltissued a letter afietermination denying Stdtrade’s requesfor correction of its
fiscal year 2012 invoicen the meritsand denying requests for corrections of the fiscal year

2009-2011 invoices as time barred. AR 234-38.



StatTrade fileda second amended complaint on November 10, 2011. [Dkt. # 15]. Count
| dealswith the generic exception aleges that FDA’s assessment of product fees fotvioe
strengths of Naglanfor which generics have been approwealatesthe PDUFA andexceed
FDA’s authority, in violation of the Aministrative Procedure At (“APA”), 5 U.S.C. 88
706(2)(A), (C) Second Am. Compl. 11 64-67. Colrallegesthat FDA’s delay iracing upon
StatTrade’s fiscalyear 2011FEC waiver requestor at least twentypne months in order to
calculatestandard costsonstitutes agency action unreasonably delayedisratbitrary and
capricious in violation of the APA, 5 U.S.C. 88 706(1), (2)(Al. { 69. Count llalso alleges
that FDA'’s refusal to considestat Trade’s2009 and 201G-EC waiver requests untdfter Stat
Trade either exhausted abandoned its appeal rights fine BTI waiver requestsvas agency
action unreasonably delayadd arbitrary and capricious, in violation of the APW. It further
claims thatFDA'’s final action imposing penalties, interest, and administrative changdbe
portion of StafTrade’s unpaid fees that should have been waivaslarbitrary and capricious
with respect to the period during which FDA unlawfully withheld action on those waiver
requests Id. § 70. The parties have crossoved for summary judgméon both counts. [Dkt. #

19, 20].
STANDARD OF REVIEW

The APA establishes the scope of judicial review of agency actiea,Vermont Yankee
Nuclear Power Corp. v. Natural Res. Def. Council,.|d85 U.S. 519, 54549 (1978)and the
standard of review under the APA is quite narrow.

Courts arerequired to analyze an agency’s interpretation of a statute by following the
two-step procedure set forth @hevron U.S.A. Inc. v. Natural Res. Def. Council,,|d467 U.S.

837 (1984).First, thecourt must determine “whether Congress has directly spoken to the precise



guestion at issue.1d. at 842."“If the intent of Congress is clear, that is the end of the ma&tter
the court, as well as the agency, must give effect to the unambiguouslgsediatent ©
Congress.”Id. at 842-43. Courts “use ‘traditional tools of statutory construction’ to determine
whether Congress has unambiguously expressed its ing&ewyio Labs., Inc., v. Shalald 58
F.3d 1313, 1319 (D.C. Cir. 1998), including an examinationthef statute’s text, structure,
purposeand legislative historyBell Atl. Tel. Co. v. FCC131 F.3d 1044, 1047 (D.C. Cir. 1997).
If the court concludes that the statute is either silent or ambiguous, the second stegpoftihe
review process is tdetermine whether the interpretation proffered by the agency is “based on a
permissible construction of the statut€€hevron 467 U.S. at 843.

Once a reviewing court reaches the second step, it must accord “considerahbté tweig
an executive agencysonstruction of a statutory scheme it has been “entrusted to administer.”
Id. at 844. Indeed, “undé&hevron courts are bound to uphold an agency interpretation as long
as it is reasonableregardless whether there may be other reasonable or, evenreasonable,
views.” Seong, 158 F.3d at 1321. And the court must defer to an agency’s reading of its own
regulations unless it is “plainly erroneous or inconsistent with the agkgul’ Id. at 1320
(internal quotation marks omitted).

ANALYSIS

The Cout agres with the partieshat this case presents pure questions of law that should
be decided on summary judgmé&nCount | of the second amended complaint asks the Court to
determine whetheBtatTrade is entitled to reimbursement of product fees it paid for the 375 and

500 mg strengthef Naprelanfor fiscal year2009-2012as well as the amounts it paid to FDA

8 FDA has alternatively moved to dismiss the two counts under Federal Rule of Civil
Procedure 12(b)(6), but since the Court relies on parts of the Administrative Recalidgron

the merits of this case, it will deny the motion to dismiss and proceed to review fite aoher
FDA'’s arguments under its motion for summary judgment.

9



in penalties, interest, and administrative charges for its late paymenbduct feedor fiscal
years2009-2011. This presents two distilegal questions:

1) WhetherFDA exceededts authority under the PDUFBy interpretinghe
generic exceptioprovisionto be limited to situations where the generic is
not only “approved,” but also in active producti@amd

2) If the Court finds that the exception should have applidtgther FDA
abused its discretion and acted in excess of statutory authority by denying
StatTradeés request to correct the FY 26@911 invoices on the grounds
that they werd¢ime barred by1 U.S.C. § 379h(i).

Count Il of the omplaint asks the Court to determindether Staffrade is entitled to
reimbursement for the penalties, interest, and administrative fees that it paié torRDe late
payment of fees that were eventually waived undeFt€ waiver provision of PDUFA.This
count also presents two distinct legal questions:

1) Whether FDA’s decision to defer processingtatTrade’s 2011FEC
waiver request until it can determine standard costs for that year
constitutes unreasonable delay and is arbitrary and capriaiodis

2) Whether it was arbitrary and capricious for FDA to refuse to review Stat
Trade’s 20092010 FEC waiver requests until STaade had abandoned
or exhausted its appeals for its BTI waiver requests.

The Courtwill addresseachissuein turn.

l. Count I: Assessment of product fees for Naprelan 375 mqg and 500 mg strengths

A. FDA'’s consideration of marketing status under the generic exception provision

The exceptionat issue in this case read$A prescription drug product shall not be
assessed a fee under gatagraph (A) . .if such product is the same product as another product
approved under an application filed under section 355(b) or 35%fpréviated new drug
applications”. . . ” 21 U.S.C.A. 8§ 379%a)(3)(B). Plaintiff contends that since gereviersions
of the 375 and 500 mg strength Naprelan tablets were “approved” under an abbreviadeggnew

application (“ANDA”) in 2002 and 2003, those products should be exempt from the assessment

10



of fees under theplain terms of thestatute, notwithstandin the fact thatin 2009, the
manufacturer of the genericeased their production.

Essentially, according to plaintiff, “approved” means “approve@laintiff points to the
fact that theexceptioncontains no express requirement that the equivalentiggmeduct be
available on the market the applicability of theexceptionis triggered simply by the action of
FDA in approving thegenericproduct. In addition, under the FDA regulations that govern
generic drug applicationsapproval” is a specific eant see21 C.F.R. § 314.1¢#d) (2008)
(“The approval becomes effective on the date of the issuance of the agency’s appesval lett
unless the approval letter provides for a delayed effective datedgpproval remains effective
whether or not the prodtiis commercially marketed Id.

Plaintiff notes that dating back to 1994, the agency itself read the stetB¢a{Trade
seeks to do now It directs the Court tdhe first page of a Decembé6, 1994 publication
entitled: Application, Product, and Establishment Fees: Common Issues and Their Resolution

The marketingstatus of the 505(b)(2) or 505(j) application [an application under

21 U.S.C. 8355(b) or (j)] . .is not a determining factorlf the 505(b)(2) or (j)

application has been approved and not withdrawn, the first approved product is

excluded from fees even if the generic product is not presently marketed.
AR 247-52. Plaintiff argues thaFEDA was right in 1994, anthat since the language of the
exceptionitself has not changed since the issuance of this policy guidandeotinecan decide
attheChevronsteponestagethat theexceptiorstill applies.

FDA cannot fairly dispute that the statute calls for the generic that triggers apilica

of the exception to be “approved” and more, so it attempts to shifte focus from the word

9 These provisions were first published in the Federal Register as part of a dropese
1989,seeb4 Fed. Reg. 28872, 28928 (July 10, 198%ell before1992 whenthe PDUFA was
first enacted. They wereuplished in final form in 1992See57 Fed. Reg. 17950, 17989 (Apr.
28, 1992).

11



“approved” to thegphrase $ameproduct.” It claimsthatCongress lefa gapor ambiguity in the
text when it failed to definghe phrase sameproduct” in section379Ha)(3)(B) — “if such
product is he same producas anotheproductapproved undefan ANDA applicatioii’ — and
therefore, the question before the Court is whether the agency has advanced a reasonable
interpretation unde€Chevronstep two FDA assertdhat theambiguous phrase “same puwnd’
can be reasonably interpreted to require thagtrericproducts have not only the same active
ingredients and dosage, but atke same marketing statasd location withirthe Orange Book
as the original drug.

FDA points outthatin 2002, Congressnodified the definition of theterm “prescription
drug product'under PDUFA teexpressly refer tthe Orange BookSee21 U.S.C. 8379d3)(C)
(2002) ([a drug which is on the list of products described in section 355(j)(7)(A) of this title
[(the OrangeBook)] . . ..”). The House Conference Report to the Prescription Drug User Fee
Amendments of 2002 (PDUFA lligxplains that the modification was made specifically “to
allow the Secretary [of FDA] tose the Prescription Drug Product List (the activeiqoy in
[the Orange Bodkas the basis for identifying which products should be considered to be
prescription drug products for fee assessment purposef’ Rep. No. 10481, at 149 (2002)
at 149 reproduced aAR 255 This change was implemented to make the billing process more
efficient and less burdensome on the agenasy“[d]etermining eligibility for listing is
administratively complex and sometimes resource intensile.” In 2007, Congress clarified
the matter further by specifying that a “peception drug product” for which fees would be
assessed is a drug on the list, but “not including the discontinued section of suckillist.S.C.

§ 379g(3)(C)(2007).

12



In light of these changesyhich directed FDA to look to the Orange Bookn its
assasment of fees in one contexthe definition of prescription drug produeFDA argues that
it was reasonablfor it to decideto refer tothe Orange Bookn connection witlthe assessment
of fees in another context: tlgeneric exceptionln other words, FDA felt free to defirfeame
product” toincorporatemarket statushrough referaece to the Orange Bodkfter 2002, and it
attests that it has consistently interpreted the statute in this manner sinceS2@Q2tter from
Jane A. AxelradAssoc. Dir. For Policy, Ctr. for Drug Evaluation and Research, EDBavid
JespersonVice President of Regulatory AffairKV Pharmaceutical Co. (July 10, 2008)he
KV Letter”) at 4 reproduced afR 258-62 (“We have consistently interpreted the statute, since
2002, when PDUFA Ill changed the method of identifying-é&gible prescription drug
products, to mean that the product in the Prescription Drug Product List has to be the same a
another product on the Prescription Drug Product ListPPA also advanceseasons why it
considers its interpretation to be reasonable.

While the Court accepts FDA’s representation that this has been the agensjssecdn
interpretation since 2002hat is not the predicate issue to be decided. At the pukset
fundamentalssue presented Wyount | iswhetherthe Courtcan make its decision based solely
upon “the unambiguously expressed intent of Congresswhether it must defer to the FDA
interpretation. Chevron,467 U.S. at 84243. The resolution of this questionthe threshold
Chevrondetermination— depends upon “whether Congress has directly spoken to the precise
guestion at issue.Id. at 842.

The DC. Circuit has explained:

Under the first step ofChevron,the reviewing court must first exhaust the

traditiond tools of statutory enstructionto determine whether Congress has

spoken tahe precise question at issu€he traditional tools include examination
of the statute's text, legjative history, and structuyras well as its purposeThis

13



inquiry using he traditional tools of construction may be characterized as a search

for the plain meaning of the statutdf this search yields a clear result, then

Congress has expressed its intention as to the question, and deference is not

appropriate. If, however,the statute is silent or ambiguous wittspect to the

specific issue,Congress has not spoken clearly, and a permissible agency

interpretation of the statute misrjudicial deference.
Bell Atl. Tel. Co., 131 F.3dat 1047 (internal citations and quotati marks omitted).Thus, the
evaluation of whether Congress’s intent has been made clear is based nothegerinof the
exception but also the structure of the statute, its purpose, anddistative history

StatTradetakesthe position that th statute is unambiguous and so the obligation to
defer to the department is not triggered in this case. Looking at the tdw pfdvision, the
Court agrees; the exception plainly applies when there is an approved getiesia Wurther
limitation.*°

Furthermore, when looking at the statut@e observes thathile Congress expressly
altered the language defining the category of braande drugs that were subject to feeslidt
not alter the language defining the category of generic drugs that triggexddgptien. It is a
well-recognized canon of statutory interpretation that “[where] Congress includisulpar
language in one section of a statute but omits it in another section of the saiésAgnerally
presumed that Congress acts intemaily and purposely in the disparate inclusion or exclusion
Russello v. United Stated64 U.S. 16, 23 (1983kee also Jama v. Immigration & Customs
Enforcement543 U.S. 335, 341 (2005) (“We do not lightly assume that Congress has omitted

from its adpted text requirements that it nonetheless intends to apply, and our reluctanoe is eve

10 This is borne out by the fact that the FDA has announced its intention to ask Congress to
amendhe statute to explicitly incorporate the agency’s interpretatiee/6 Fed. Reg. 56,204
(Sept. 12, 2011).

14



greater when Congress has shown elsewhere in the same statute that it knows akevsocin
a requirement manifest.}.

Moreover, the House Conference Report to whigh FDA directs the Court’s attention
specifically indicates that the amendment was needed to facilitate the agassgssment of
fees,but it says nothing about easing the administration ofekeeption Indeed, a candid
sentence ima letter from FDAresponding to the only other challenge to FDA'’s interpretation of
the generic exceptioacknowledged that while it may have found keeping track of approved
generics as difficult as cataloguing those “prescription drug products’hashiees could be
assssed, Congress did not expressly address that con8eeKV Letter at 3 (“ Although not
noted in the Conference Reparhe of the resource intensive, administratively complex issues
included the determination of whether a product was the same as apaitiect that was
withdrawn from marketing.”emphasis added). In other words, since 2002, the FDA has
interpreted the generic exception provision to incorporate Congress’s recognition of the
usefulness of the Orange Book, but Congress diéxyessly diredit to do that

In Seong, the D.C. Circuitprovided additional guidance drow to determine whether
the statute is sufficiently cleaand one factor it considered was the fact that the statute did not
specificallydefine the term at issue in thesea 158 F.3dat 1319. That is the situation in this

case as well. Congress defined “prescription drug product,” fegligibility purposes but it did

11 In fact, Congress directed FDA to considee Orange Bookn several places in the
statute including in the definition of “prescription drug product,” 21 U.S.C. § 379g(3)(C)
(2002) and in a different exception to product fees contained in the exact same section of
PDUFA as the provision at issue here, 21 U.S.C. § 379h(a)(®0BR) Thisprovidesfurther

proof that Congress knew how to direct FDA to consult the Orange Book, but chose not to do so
in the generic exception provision. Furthermore, at the time PDUFA was enactedsaprof

the Federal Food Drug & Cosmetic Act expressly referred to the “commeraieéting” of a
generic drug, as distinct from approv&ee21 U.S.C. 8§ 355(j)(4)(B)(iv)(l) (1992). So not only

did Congress know how to refer to the Orange Book, it also recognized a distinctioerbetwe
approval and commercial marketing.

15



not definethe terms*approvedproduct” or“sameproduct” that triggetthe availability of the
excepion. Lacking a definition in the statute, ti8=i0no court went on to considéwhat the
terms mean in contekt.ld.

Contextis importantin this case because while Congress did not expresshedstime
product” in the PDUFA, that phrase already hadlistinct meaning in the pharmaceutical
context See United States Wilson 290 F.3d 347, 356 (D.C. Cir. 2002) (“Congress is
presumed to preserve, not abrogate, the background understandings agamdtledislates.”).

The Federal Food Drug and @astic Act (“FDCA”), which predates the PDUFA, defines a
generic drugin its ANDA section,as a drug with certain properties that are the “same as” a
brandname drug. See, e.g.21 U.S.C. 88355(j)(2)(A)(ii), (iii), (v). Soit is notable that the
PDUFA generic exception provision at issue here expressly invokeAN¥A section of the
FDCA — it exceptsfrom feesa prescription drug product that is the same product as a product
approved under 21 U.S.C. section 355(urthermore, FDA’s own regulations, effect at the
time the PDUFA was enacted, use the term “same” to tie a generic drug to itsnbraad
counterpart. FDA regulations from 1983 declare that “[a] finding by the [FDA] dnat
abbreviated new drug application is suitable for a drug product applies only to a ghadust

the same in active ingredient dosage form and strength, route of administratioonditidres of

use as the drug product that was the subject of the findingbbreviated New Drug

Applications,48 Fed. Reg. 2751, 2755 (Jan. 21, 1983)So a consideration of context here

12 The use of the term “same” to describe the relationship between a generic drug and its
brandname counterpart in FDA'’s regulations has only solidified since then. In-188fbre

the 2002 amendments to the PDUFA FDA amended its regulations to provide ttha

“[a] bbreviated applications” are suitable for “drug products that are the same asl adisg,”

and it defines “same as” as “identical in active ingredient(s), dosage form, thirengte of
administration, and conditions of use . .. .” 21 C.F.R. § 314.92(a)(1) (1999).
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suggestghat the phrase “same product” simply incorporates the ANDA sameness rairem
and it has nothing to do with whether the generic is in the same section of the Orange Book
that is, the active list versus the discontinuedHss$ the original

Another appropriateonsideratiorunderChevronstep lis the legislative history.There
appears to be only one mention of gxeeptionprovision in theentirelegislative history of the
PDUFA, and that comes from the report of tHeuseCommittee on Energy and Commerce.
H.R. Rep. 10895 (Sept. 22, 1992} The report states that under the generic exception
provision,“only products not subject to competition from generic drug products will becubj
to the product fee.”ld. at 16. This statement indicatébat a concernunderlyingthe provision
was thdoss of revenug¢hatthe brand name drug facésoughcompetitionwith genericsand it
may bear on the reasonableness of FDA's interpretatiut.the Court finds that this isolated
comment is not enough to render the plain language of the provision to be ambigVioiles
market status may be one indicationacfive competition, it is not the indication that Congress
choseto write into law Rather it expresslychose taneasure competition e approvastatus
of the generic. Seealso SanofiSynthelabo v. Apotex Inc488 F. Supp. 2d 317, 3443
(S.D.N.Y. 2006 (finding irreparable harm based in part on evidence that introduction of a
geneic on the market can have irreparable impact on pricing of bmante drug, even if generic
is later discontinuedff'd by470 F.3d 1368, 13833 (Fed. Cir. 2006). And where Congress

has chosen particular means of carrying out its palggctives FDA may not disregardhat

13 The Congressional Record establishes that H.R. 5952 was passed in the House of
Representatives on September 22, 1992. However, due to a filibuster in the Senate, the sponsors
of the PDUFA reintroduced the bi#fwhich was ultimatly enacted- as H.R. 6181. H.R. 6181

was identical to H.R. 5952xcept for minor Senatamendments, which did not affect the
provision at issue here. In addition, the Committee Report to H.R. 5952, cited above, was
adopted to apply “with equal force tbR. 6181, as if the House had passed H.R. 5952 with the
Senate amendmentsI'38 Cong. Rec. 32,406 (Oct. 5, 198&ptement of Rep. Waxman)
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choicefor its own regardless of whether its preferred chauoaild alsosatisfy thosebjectives.
See Amalgamated Transit Union v. Skinrg94 F.2d 1362, 1364 (D.C. Cir. 1990W\here
Congress mscribes the form in which an agency may exercise its authority, howteecoprt]
cannot elevate the goals of an agency’s action, however reasonable, oversitrabgut form.”).

Accordingly, based on an examination of the text, structure, puyose legislative
history of the PDWFA, the Courtfinds that thecase must be resolved @hevronstep one. The
generic exception provision contaimg gap for FDAo interpret and applying the plain terms of
the statute, Stafrade is entitled to the exceptibh

B. StatTrade's entitlemento reimbursement of penalties and interest paid for its
failure to pay 2009—-2011 product fees that should have been excepted

Since the Court has now determined that3®and 500mg strengths of Naprelan are

exempt from product fees, and have begamp since the generic versismere approved in

14 Even if the Court were to rea€thevronsteptwo and give FDA theleference to which it

is entitled,the Courtwould rejectFDA’s interpretation. While it might be a reasonable policy
choice to limit the availability of the exception to manufacturers facing actimgetition in the
marketplace, and that might be consistent with the policy underlying the iexcaptis not
reasonable to suggest that somehow the term “same product” can be interpretedd® incl
consideration of that circumstancd=urthermore, FDA’s rationale for the abandonment of its
original interpretation of the provisionthat Congres®iad amended the definitiaf the term
“prescription drug product> does not logically lead to the change in policy. The Orange Book
was in publicationand contained “active” and “discontinued” sectiamtsthe time that the
PDUFA was first enactedR 264,and FDA concludedhenthat the determination of whether a
brand name drug and a generic were the “same product” depends only on whether they share the
“same active ingredient, strength potency, dosage form, and route of admanistrati. The
marketingstatus of the [generic drug] . . . is not a determining factor. If the RNias been
approved and not withdrawn, the first approved produetthe brand name drug] is excluded
from fees even if the generic product is not presently marketed.” ART# mere fact that in
2002 Congress decided to allow FDA to look to the Orange Book in a completely different
context cannot reasonably justify FDA'’s decision to insert the consinie@timarket status into
the sameness determinatiorin addition, sise the change was not conducted by notice and
comment rulemaking, but was merely asserted in letters to individual comptm@e€ourt
would not be required to accord FDA f@llhevrondeference, but only the weak8kidmore
deference.United States v. Mead Corfp33 U.S. 218, 234-35 (2001).
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2002 and 2003 respectivelthe next question is whether STatde isthereforeentitled to
reimbursement of the product feepatidfor fiscal years 20092012.

The first time Staffrade contested the assemnt of product fees for those two drugs
was in a letter dated April 6, 201J1AR 22-24. FDA views this fact as criticand points the
Court to section 379h(iwhich it argues acts as a statute of repdge.234-38. That provision
states:

To qualify for consideration for a waiver or reduction under subsection (d) of this

section, or for a refund of any fee collected in accordance with sudysé€aji of

this section, a person shall submit to the Secretary a written request for such

waiver, reduction, or refund not later than 180 days after such fee is due.

21 U.S.C. 8 379h(i) Since thecontestedees were assessed as product fees under subsection (a)
of section 379h te Court agrees th&tatTradés failureto submit a written request for a refund

of thefiscal year 20092011 product fees within 180 days after the fees were due (March 30,
2010; July 7, 2010; and March 30, 2011 respectivbls itfrom reimbursement now.

StatTrade asks the Court to find that the time bar does not apply in fadeaause(1)
the product fees were not assessed “in accordance sulisection (a), buather,were assessed
in contravention oft, and (2)StatTradecould not have sought a “refund” of a fee “collected”
until May 29, 2011, when it actually paid the amount tHuBut that reading is not compelled by
the text or structure of the statutkirst, the Court agrees with defendatitat FDA assessethe

fees“in accordance with” subsection (aFDA derived itsauthorityfor assessing the product

feesfrom that provision, even thoughis Courthas nowfoundits interpretation to be in error

15 StatTrade also argues that the Court should interpret the April 2011 letter as a
supplement to its earlier FEC and BTI waiver requests and on that basis, shoultfiStat

Trade in effect satisfied the statuié repose. Butisce StatTrade did not raiséhe generic
exceptionissuein those letters, it cannot claim that those letters sdtisfgtatute of repos&he
exception request was a new requesbt only did it seek a different adjustment amount,ib

was raised under a completely different section of PDUFA than the waiveastequFDA was

not put on notice of Staltrade’s claim to the generic exception until the April 2011 letter.
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If this Court were t@acceptStatTrade’s interpretation, then individuals would have an indefinite
period of time to contest any billing mistakend FDA would neer be able tocalculatethe
amountit collected in fees forry given yearwith certainty This would make it nearly
impossiblefor FDA to assesthe balance of feegpsts,and expensegsit is requiredto doby

the statute See21 U.S.C. §§ 379h(dY’

The Courtalso declines to excuse Statade from the requirements of the provision
merely because Starade failed to pay its fees on tim&he provision requires that a request
whether for a waiveor a refund- must be submitted within 180 daykwehen the fee iglug not
when it is due or paid, whichever comes later., S@atTrade was required to requésie
exceptionwithin 180 days after the fees were due. Since it failed to do so for fisual 3@09
2011, it is not entitled to a refund tfose feesow. Similarly, because Stdrrade failed to
contest those fees within the statutory time limit, it essentially waivedeitgric exception
claim, and is therefore not entitled to a refund of the penalties, interest, onsichtive fees
that arose out ofts failure to make timely paymentsSeeUnited States v. Kubri¢ikd444 U.S.
111, 117 (1979)explaining that the elapse afstatute of repose bars the assertion of “stale

claims”).

16 For examplesubsection (g)(4) provides:
If the sum of the cumulative amount of fees collected under this section
for the fiscal years 2008 through 2010 and the amount of fees estimated to
be collected under this section for fiscal year 2011 exceeds the cumulative
amount appropriated under paragraph (3) for the fiscal years 2008 through
2011, the excess shall be credited to the appropriation account of the Food
and Drug Administration as provided in paragraph (1), and shall be
subtracted from the amount of fees that would otherwise be authorized to
be collected urel this section pursuant to approgoa Acts for fiscal
year 2012.
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Accordingly, StafTrade is entitled to a refund of thedal year 2012 product fees tltat
paid for the 375 and 500 nsfyengths of Naprelarut not of the fiscal year 2068011 product
fees or the penalties, interest, and administrative fees amgaed 2009-201fees

[l Count ll:  FDA’s delay in consideling Stat-Trade's 2009—-2011FEC waiver
requess

StatTrade nextclaims thatFDA’s delay in consideringhe 20092011 FEC waiver
requests was arbitrary and capricious in violation of the APA. dlais requires the Court to
considertwo distinctquestions First, was it reasonable for FDA to refuse to review-$tatle’s
2009 and 201GEC waiver requests until Statade either exhausted or abandoned the appeals
of its BTI waiver reque8& Second, ist reasonable for FDA to delay its review of Statde’s
2011 FEC waiveuntil it can calculate standard costs for that year?

A. 2009 & 2010 FEC request®enalties and interest Sthatade paid on fees that would

have been waived under the FEC waiver had FDA not refused to consider the FEC
request until Stalfradeexhausted its appeals on the BTI waiver request

StatTrade claims that it is entitled to a refund of the penalties and interest thadacoru
the fees that would have been waived under the FEC waiveh earlier ifFDA had not
conditioned its reviewof StatTrade’s FEC waiver requesbn StatTrade’s exhaustion or
abandonment of it8TI waiver requesand appeals Notably, Staflrade’s original complaint
and accompanying motion for preliminary injunction were filed while its reagues a final
detemination on its BTl waiver request and all of its original FEC waiver requests still
pending. See[Dkt. # 1]. At that time, FDA had refused to consider the FEC waiver requests
until StatTrade either exhausted or abandoned its appeals of its BVemweequests. Its
rationale for this policy was based on efficiency: since the BTI detatimmwould affect the
amount of the FEC waiveFDA claimed that it would be inefficient to process the FEC waiver

beforethere wasa final determination on theTB waiver. StafTrade’s original pleadings asked
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the Court to find FDA'’s delay arbitrary and capricious and to compel FDA to rdleBefore
the Court could rulen those motions, however, FDA issued its ruling on the pending FEC
waiver requests for 2009—2010and granted an FEC waiver of nearly $300,000. [Dkt. # 11].

Now, StatTrade has amended its complaint, and asks this Court to require FDA to refund
the penalties and fees that accrued on the portion of the late F¥280@payments that should
have been waived under the FEC wasyand which StaTrade finally paid on May 29, 2011.
[Dkt. # 15]. It arguesthat FDA'’s delay in considering those waiver requests was arbitrary and
capricious.Id.

But StatTrade’s claimfails to pinpoint the reasowhy the penalties and interest were
assessed in the first place: because Btade did not pay its fees on time. The statute expressly
requires a company to pay its fees within thirty days of the paymenireadl order to avoid
the fee being “treated as a claim of the United States Government subject to srdthafp
chapter 37 of Title 31.” 21 U.S.C. 8 379h(h). The referenced section of Title 31, in turn, allows
the government to charge penalties and interest on the claim. 31 U.S.C. § \B/&iver
requests, by comparison, are not due until 180 days after the fee is due. 21 U.S.C. 8 379h(i). So
the statute is structured so that compamastpay the full amount of the fees within 30 days of
the deadline, but may beimbursé for any waivel portion of the fees later, once FDA receives
and processes the waiver requéstRegardless of how long FDA takes to process the waiver

requests, the only way that the company avoids penalties is by paying thedultaf its fees

17 FDA declined to rule on the 2011 request because it had not yet calculated standard costs
for the 2011 fiscal year.

18 FDA does have a process for companies to receive some waivers before fees are due if
the company submits its request far in advance of the payment de&ibe®R 226. However,

FDA does not guarantee that it will consider waiver requests before payséeue. Id.
Moreover, the statute does not require FDA to adopnaintain this policy.
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on time. So, the eson that Stafrade accrued penalties and interest was not FDA'’s delay in
processing its waiver requests

Since there are no damages attributable to FDA’s delay now that FDA voluntarily
reviewed the waiver requests, this issue is moot and the Rasnb jurisdiction toconsider the
reasonableness of the delay the merits Powell v. McCormack395 U.S. 486, 496 n.7 (1969)
(“The rule that this Court lacks jurisdiction to consider the merits of a moetisasbranch of
the constitutional command that the judicial power extends only to cases or corgtersi

B. FY 2011 FEC request: FDA's policy of waiting to considailFEC waiverrequest
until it can calculate standard cofts the applicable fiscal year

StatTrade’s 2011 FEC waiver request, however, is still pending before FD&taso
Trade’s claim thaFDA has unreasonably delayed responding to that request is not Stasbt.
Trade submitted it2011 FEC waiver request on September 9, 2010. AR %8e PDUFA
requires FDA to grant a waiver whetthe fees to be paid by such person will exceed the
anticipated present and future costs incurred by the Secretary in conducting #ss pooche
review of human drug applications for such person.” 21 U.S3798(d)(1)(C). FDA stated
that it would not begin to process the waiver until itdhsufficient information to calculate
standard costs for fiscal year 2011, which it predicted wbeid June 2012t the earliest. AR
193.

The statute expressly grants FDA the authority to use “standard costskimgmaiver
determinations 21 U.S.C. 8§ 379h(d)(3). But sinitedoes not contain a definitioof “standard
costs,”FDA hassupplied its own consistent interpretation since 1993. AR ¥8%ording to
FDA, it uses a complicated system whereby castsaccumulated in cost centers corresponding
to various organizational components. AR 202. Importantly, its calculation is based om part

its average costs for the actual fiscal year of the waiver regd&s202-03. This requires FDA
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to wait untilthe close of the fiscal year before it begins to calcttedard costfor that year
Since waiver applications are submitted before the beginning of the fismal thes system
results in a delay of up to two years between when the applicant subenggpplication and
whenFDA processes itAccordingly, StafTrade submitted its 2011 FEC request in September
2010,and as of the timéhe parties filed their memoranda regarding the cros$ions at issue
here FDA had not yet processed the request. This;T8&ate argues, constitutes “agency action
unlawfully withheld or unreasonably delayedihd is “arbitrary, capricious, an abuse of
discretion, or otherwisaot in accordance with the [&vin violation of the APA. SecondAm.
Compl. 11 68-70.

The Caurt’s role in evaluating claim of unreasonable delayjtasdeterminéwhether the
agency’s delay is so egregious as to warrant mandanieecomm. Research & Action Citr. v.
FCC, 750 F.2d 70, 79 (D.C. Cir. 198¢TRAC”). In TRAC the Court sebut sx factors that
govern this analysisld. at 80. The factors are not “ironclad,” but provide “useful guidance in
assessing claims of agency delayd.; see also Irre Core Comms., Inc531 F.3d 849, 855
(2009) (explaining th& RACstandard). The fitsand most important factor is that “the time
agencies take to make decisions must be governed by a ‘rule of reaSmeé” Comms.531
F.3d at 855citing TRAG 750 F.2d at 80The other five factors are:

(2) where Congress has provided a timetabletioer indication of the speed with

which it expects the agency to proceed in the enabling statute, that statutory

scheme may supply content for this rule of reason; (3) delays that might be

reasonable in the sphere of economic regulation are less tolerable when human
health and welfare are at stake; (4) the court should consider the effect of
expediting delayed action on agency activities of a higher or competing priority;

(5) the court should also take into account the nature and extent of the interests

prejudiced by dely; and (6) the court need not find any impropriety lurking

behind agency lassitude in order hold that agency action isnreasonably

delayed

TRAG 750 F.2d at 8Qinternal citations and quotation marks omitted)
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There is no questiothat FDA hasapplied a rule of reason hereFDA maintains a
consistent timetable for processing FEC waiver requests, which is based oathtsd nof
calculating standard cost3.here is no indication thahe processing dbtatTrade’s 2011 FEC
waiver rejuestwill exceed FDA'’s regulatimetable

But StatTrade argues th&DA’s method of calculating standard costs, which requires it
to wait until the end of the applicable fiscal year, moimsistent with théanguageof the statute.

The statute reques FDA togrant a waiver ift finds that the feego be paidoy such persowill
exceedthe anticipatedpresent anduture costs incurredy the Secretary....” 21 U.S.C. §
379h(d)(1)(C) (emphasis addedytatTrade claims that this use of the fleuiense means that
the agency must make its determination in advance. But the waiver provsaamsak the past
tense section 379h(d)(1) states that the Secretary shall grant a waiveofframeduction of the
fees ‘assessédf it makes the necessafinding under section 379h(d)(1)(c). In any event, FDA
explains that its method of calculating standard costs does require it tpatetitie present and
future costs FDA applies the standard costs for all human drug applications submitted in the
fiscal year, regardless of whether its review of the application is actuatipleted within that
fiscal year or whether it will be completed in theuhet AR 187. And, the statud#so expressly
permits the agency to utilize standard costs in matkiagvaiverfinding.*®

Although StatTrade offers several alternative methods of calculating standard costs that
could beutilized before the end of the fiscal yetre inquiry for the Court is not whether there
arebettersystemdor processind-EC waivers, bt whetherFDA’s chosen method aksponding

to plaintiff's waiver request is reasonablé&ince it is the statuteand not FDA policy, that

19 In its opposition brief, Stat Trade does not actually address FDA’s argumentéfor
this claim should be dismissed. But since -Staide desaddress this issue in its motidor
summary judgmenthe Court will incorporatéhat argument into its opposition and will not treat
the issue as abandoned.
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requireswaiver applicantso pay their fees before they receive the waiver, the Court cannot find
FDA'’s timetableto beunreasonable merely becauke upfront payment imposes a burden on
some companies Furthermore,FDA offers a reasonable justification for its method of
calculating standard costs. eltplains that the main reason it waits until the end of thalfisar
is so that it knowshow many human drug applications each company and itmtaf have
submitted during thatear. This allows it toeasily multiply the number of applications
submittedby the standard codor each kind of application Accordngly, the Court finds that
FDA's delay in processing Starade’s fiscal year 2012 waiver request is not unreasonable,
arbitrary, or capricious.
CONCLUSION

For theforegoingreasonsthe Court will: (1) deny defenda\tmotion to dismiss under
Rule 12(h(6), [Dkt. # 20]; (2) grant in part plaintiff’'s motion for summary judgment [Dkt. # 19]
and deny in part defendants’ cramstion for summary judgment [Dkt. # 20] as to the part of
Count | that relates to product fees for fiscal year 2012; and (3) damtiffs motion for
summary judgmentand grant defendantrossmotion for summary judgmen@s to the

remaining claims A separate order will issue.

IIsl]

AMY BERMAN JACKSON
United States District Judge

DATE: June 25, 2012
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