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PRELIMINARY STATEMENT

As FDA explained in the Petition ResponSéise Agency has concluded that pursuing
the adversarial adjudicationswathdraw the approximately 16hdividual licenses at issue in
the Citizen Petitions would not be an effectstategy to promote the public health. Because
the duration and expense of such adjudicationld/be excessive, FDA is instead implementing
a plan to encourage voluntary industry refdama period of time, followed by appropriate
further action under the FDCA, if necessaryDAFs determination is nasubject to judicial
review. But even if it were, the Court should deteFDA’s reasonable exercise of its authority
to select the regulatory process that will mefgectively use FDA'’s limited resources to protect
public health.

FDA had been developing its enforcemeraitelgy for the past several years, and, on
April 11, 2012, took several important addition&ps to implement it. First, FDA finalized
Guidance #209The Judicious Use of Medically Impant Antimicrobial Drugs in Food-
Producing Animalswhich recommends phasing out thewth promotion uses of medically
important drugs, and phasing in veterinary oversijhherapeutic uses tiiese drugs. Third
Barcelo Decl. Ex. A; 77 Fed. Reg. 22328 (Ap8, 2012). Second, FDA published a draft
proposed Veterinary Feed Directive (“VFD8gulation, open for public comment, which will
facilitate the needed veterinary oversighhird Barcelo Decl. ExB; 77 Fed. Reg. 22247 (Apr.
13, 2012).

Third, FDA published a @ft guidance entitletlew Animal Drugs and New Animal Drug
Combination Products Administered in or Bledicated Feed or Drinking Water of Food-

Producing Animals: Recommendations for D&gmpnsors for Voluntarily Aligning Product Use

! Abbreviations in this brief are the same as in the Government’s opening brief dated
March 21, 2012 (the “Govt’s Opening Br.”).



Conditions with GFI #209‘Draft GFI #213"), which when finged will assist drug companies
in voluntarily removing growth-promotion usesanftibiotics from their FDA-approved product
labels, and which asks drug sporssto change their products’ rkating status to “VFD” for
remaining therapeutic uses. Third Bardekxl. Ex. C; 77 Fed. Reg. 22327 (Apr. 13, 2012). As
Draft GFI # 213 explains, FDA expects that thiedeling changes will take up to approximately
three years from the date Draft GFl #213 is finalized, at which point the Agency “will consider
further action as warranted in accordance wiilstayg provisions of the [FDCA],” including, if
necessary, initiating the procdss involuntary drug withdrawals und21 U.S.C. § 360b(e)(1).
Third Barcelo Decl. Ex. C at 7.

For the reasons the Government explainedsi®jtening Brief, regardless of whether this
Court determines that the decision whether itiiate adversarial administrative proceedings is
unreviewable undddeckler v. Chanegnd its progeny, or instead reviews the Petition
Responses under the appropriatiyerential arbitrary and capious standards, the correct
outcome here is the same: FDA should not mepmdled to initiate adversarial administrative
proceedings, particularly when the Agency &edis that it can achieve the same goals more
quickly and efficientlythrough other means.

ARGUMENT

l. THE PETITION RESPONSES ARE NOT SUBJECT TO JUDICIAL REVIEW

A. This Court’'s March 22 Order Does Not Control FDA'’s Discretion to Initiate
Withdrawal Proceedings for the Remaining Citizen Petition Drugs

Plaintiffs are wrong to argue that this Court’s Opinion and Order dated March 22, 2012
(the “March 22 Order”) (Dkt. Noz0) held that the Petition Responses are subject to judicial
review. PIfs’ Opp. Br. at 3. As an initial mattalthough Plaintiffs now seek to compel FDA to

make a “finding” whether the Citizen Petiti@mugs are not shown to be safe, the Citizen



Petitions themselves requested something different: thatdeaally withdrawapprovals for
the Citizen Petition DrugsSeeSecond Barcelo Decl. Exs. DBtE at 1. It was that request
(and not a request for “findingsthat FDA properly addresdgand denied) in the Petition
Responses.

In any event, even if the Citizen Petitidmsd requested that FDA only make “findings”
with regard to the Citizen Petition Drugs, neitl21 U.S.C. § 360b(e)(1) nor the March 22 Order
addresses FDA's discretion inaléing whether and when to makech findings. Specifically,
the March 22 Order held no more than that FDAlendindings” that certaimses of penicillins
and tetracyclines in animals feed were “not shtavbe safe,” March 22 Order at 45-48, and that
as a result of having made such “findingsSPA must now initiate formal withdrawal
proceedings for those specific drug@eeid. at 54. Plaintiffs do ndfand cannot) contend that
FDA made any statutory “findgs” with respect to the meining (non-penicillin, non-
tetracycline) Citizen Petition Drugs. Ratltlean speak to whether and when FDA must
undertake the process of making a “finding” in the first place, the March 22 Order held
specifically that Section 3600(&) provides for what happeagter “findings” are made.See,

id. at 29-39.

Accordingly, this case is controlled biew York Pub. Interest Research Group v.
Whitman 321 F.3d 316 (2d Cir. 2003)N'YPIRG), in which the Second Circuit found a statute
to impose a “nondiscretionary obligation” on ar@agy that “arises [only] after [the agency

makes] a discretionary determinatioh.321 F.3d at 331. In that case, the EPA was not under

2 Plaintiffs argue thallYPIRGwas overruled by decision Massachusetts v. ERRIfs’ Br. at
13 n.2, but as discussetdra, Massachusettis easily distinguishable on the ground that
itinvolved the denial of a p¢itbn for a rulemaking that was based on an agency’s refusal to
assert jurisdiction over the subject matiez.(greenhouse gasses). MoreoveM#ssachusetts



any obligation to perform the “nondiscretionanyigation” because it had declined to undertake
the “discretionary” obligationld. Likewise, here, even if the Citizen Petitions had requested
only that FDA make “findings,” whether to urtike to reach such findings is within the
Agency’s discretion; FDA has no “nondiscretionabjigation” to proeed with withdrawal
hearings unless the prerequisite findings are m&aeGovt's Opening Br. at 13-19.

B. The Petition Responses Are Entitled to @resumption Against Judicial Review as
Decisions Not to Enforce

Withdrawal proceedings under 21 U.S.C. § 360b(e)(1¢maf@cemenproceedings
within the meaning oHeckler v. Chaney470 U.S. 821 (1985). First, they are unmistakably
adversarial, and often are high-stakresource-intensive litigationSee, e.g.Jan. Barcelo Decl.
Ex. N. To withdraw an animal drug wheneahing is requested and granted, FDA must hold a
formal, contested proceeding in which the Agea&enter for Veterinary Medicine (“CVM”)
litigates against the drug sponsors, with C\Vileng and the sponsor opposing withdrawal of
approval. See21 C.F.R. 8§ 514.115, 514.200(b); Jan. Bar@sol. Ex. N at 7. Like ifChaney
the FDA'’s decisions whether to initiate and mmse such adversarjoceedings “involve[] a
complicated balancing of a number of factors which are peculiarly within [the agency’s]
expertise.” Chaney470 U.S. at 831.

Indeed, the reasoning Ghaneyapplies with even greatforce here because
proceedings to withdraw drug approvals that resudt determination advee to the application
holder(s) would serve as a “prelude’further enforcement action. @haney the Supreme
Court held that administrative proceedingsi&ermine whether a drug product comports with

the requirements of the FDCA are tantamourdrttorcement proceedings, because they serve

had actually overruleNYPIRG the decisions of four other KCuits—the Third, Fifth, Eighth,
and Ninth—would also have been overrul&ke NYPIRG321 F.3d at 330 n.7.



“no purpose apart from serving as alpde” to other enforcement actionShaney 470 U.S. at
825 n.2;see also Chaney v. Schweikidp. 81-2265, slip op. at 9 (D.D.C. Aug. 30, 1982),
Second Barcelo Decl. Ex. H; G&Opening Br. at 15-16. And sbis here, for proceedings
leading to the involuntary #hdrawal of a mass number BADAs and ANADAs would be
meaningless if they did not serve as a “prelude” to further FDA enforcement.

Moreover, even if FDA’s decision not pursue formal drug withdrawal proceedings
were not a traditional “enforcement” decisi@haneyis not limited to sucldecisions, but rather
identifies factors counseling agat judicial review, each of vidh is present here. Gowvt’s
Opening Br. at 15-16, n.12. For example, deaisiabout the allocatiarf agency resources
indisputably are committed to the agency’scdetion. Govt’'s Opening Br. at 12, 15 (citing
Lincoln v. Vigil 508 U.S. 182 (1993)); PIfs’ Opp. Br. at 9. Plaintiffs’ sol@ogse, that this is
not “a lump-sum appropriations case,” PIfs’ Opp.d&r9, avoids the issue, for Plaintiffs never
dispute that drug withdrawal geeedings would consume consalae agency resources that
would otherwise be available to caoyt FDA'’s public health protection mission.

Plaintiffs’ attempts to cabin the scopeGiianeyare not supported by the case law. For
example, the parallels between this caseRimdrkeeper, Inc. v. Collin859 F.3d 156 (2d Cir.
2004), where the Second Circuit held thalicial review is barred, confirm th@&haneyapplies
to this case. PIfs’ Opp. Br. at 6. Riverkeeperplaintiffs challenged the denial by the Nuclear
Regulatory Commission (“NRC®f a petition requesting that NRC “condition” an existing
license for two nuclear power plants on the adoptiosafety measures that plaintiffs believed
were statutorily required. 3593 at 158. Likewise, here, Plaiifdi petitioned FDA to revise or
revoke existing approvals of ti@tizen Petition Drugs based eontentions that the drugs do

not comport with the requirements of the FDC®eeSecond Barcelo Decl. Exs. D & E. Thus,



as inRiverkeeperPlaintiffs seek to amend or revoieisting government-granted licenses.
And, like the Second Circuit iRiverkeeperthis Court should find #t the Citizen Petitions
were a petition to enforce the law that is subje€@haney

Riverkeepealso disposes of Plaintiffs’ argument tiitaneyapplies only with respect to
enforcement actions against “third parties” englaige'unlawful activity.” PIfs’ Opp. Br. at 6-7.
TheRiverkeepeplaintiffs did not allegehat the power plant operatioad violated the terms of
its existing license, just as there is no allegatere that the sponsarfthe Citizen Petition
Drugs are operating outside the terms emalditions of their FDA-granted NADAs and
ANADAs. Rather, like irRiverkeeperPlaintiffs here are trying tiorce changes to the already-
granted government licenses, with which the licensemsgponsors) will then be required to
comply. Moreover, because (unliReverkeeperFDA could only withdraw approvals for the
Citizen Petition Drugs if it prevails in adwarial proceedings against the drug sponsess,
supraat 4, drug withdrawal proceedings under FBECA possess even more of the essential
characteristics of enforcement proceedings ufih@neythan the proceedings Riverkeeper

Decisions sinc€haneyhave confirmed FDA'’s unreview& discretion to decline to
commence formal proceedings to enforce thietgand efficacy provisions of the FDC/Aee
Jerome Stevens Pharms. Inc. v. F@82 F.3d 1249, 1258 (D.C. Cir. 2005) (FDA'’s decision to
allow manufacturers of unapproved drugs twoaytars to submit new drug applications was
an “exercise of FDA’s enforcement distioa” and immune from judicial review)see also

Schering Corp. v. Heckle? 79 F.2d 683, 686 (D.C. Cir. 1985) (FDA exercised unreviewable

3 Jerome Steverikewise disposes of Plaintiffs’ gument that the FDCA “separates the
substantive provisions of the Act frate enforcement provisions,” and ti@haneyapplies only
to the latter. PIfs’ Opp. Br. at 4. As the D@ircuit held, FDA'’s dedions regarding how to
manage the drug approval process under 210J&355, which Plaintiffs characterize as a
“substantive” provision of the FDCA, PIfs’ OpBr. at 4, are presumed to be unreviewable in
connection with decisions nai enforce the FDCASee Jerome Steved®?2 F.3d at 1257.



discretion in deferring action wha deciding whether producequired premarket approvalixt’l

Ctr. for Tech. Assessment v. Thompg@1 F. Supp. 2d 1, 7 (D.D.C. 2006) (FDA's decision
whether to require drug applicati held to be unreviewable egese of discretion). Since FDA
possesses the unreviewable disoreto allow a product to reain on the market while it
considers whether it is“drug” under the FDCAsee Schering Corp779 F.2d at 686, or

whether a drug is safe and effectisee Jerome Steverd®?2 F.3d at 1258, there is no reason in
logic or law that the Agency deenot also have the unreviewalliscretion to defer extensive
withdrawal proceedings (and making any formaiding” whether a drug has not been shown to
be safe) while the FDA engages with drug commatodoring about desidechanges voluntarily.

Plaintiffs particularly mischaracterize therome Stevertase in arguing t it pertained
to the exercise of FDA'’s disetion to not bring an enfoement action against a company
engaged in a “prohibited act” under subchapteofithe FDCA. 402 F.3d at 1258. There in
fact was no allegation ilerome Steveneglating to any “prohibité act,” and there was no
request for FDA to initiate an enforcement proceeding in court. Rathderibime Stevens
plaintiff alleged that FDA had unlawfully extended the deadlines for one of its competitors to
submit a new drug applicationd. The D.C. Circuit rejectethis argument, finding that the
extension was an “exercise of FDA’s enforcement discretitsh.”

Nor should the Court accept Plaintiffs’ argemt that withdrawal proceedings do not
count as “enforcement” because they would hgwthe law.” PIfs’ Opp. Br. at 4. Simply
because the terms and conditions of a government liceas¢éhe NADAs for the Citizen
Petition Drugs) must be observed does not meatrthie withdrawal of sth license effects any
change in the parameters or reach of the FD®Ather, proceedings wathdraw an NADA or

an ANADA involve the application a#xistinglaw to facts adduced #ie hearing. If a drug



approval is withdrawn entirely, it simply meansttthe drug may no longer be introduced into
interstate commerce. Moreover, contrary torRifis’ argument, PIs’ Opp. Br. at 8-9, the fact
that orders approving NADAs arated in the Code of Federal Regulations to provide public
notice of the approved uses of animal drugsdua# convert drug appralvproceedings into
rulemakings or the NADAs into legislative ruleSeeGovt’'s Opening Br. at 22 n.22. Indeed,
the FDCA already provides that animal drugs useghimal feed may be used only in strict
accordance with the approved conditionsigé¢ as reflected on the product labsés id.at 4
(citing 21 U.S.C. 88 360b(a)(1), (4)).

Finally, Plaintiffs do not cit@any new authority for their arguent that the substance of
the Petition Responses are subjectithgial review. Hk’ Opp. Br. at 8.A.L. Pharma, Inc. v.
Shalalg 62 F.3d 1484 (D.C. Cir. 1995nolved a challenge to FDA&pprovalof an NADA in
the first instance, rather than the denial cd@uest to withdraw approvad issue hereA.L.
Pharmag 62 F.3d at 1492 (describing the issue in taese as whether “FDA’s approval of [the
application at issue] was . . . arary and capricious.”). Likewis®&arnes v. Shalala865 F.
Supp. 550, 554 (W.D. Wis. 1994), is best undersamdo more than a challenge to FDA’s
labeling decisions in conntan with a drug approvalSeeBarnes 865 F. Supp. at 554
(“Plaintiffs contend that defelants acted improperly ippproving Monsanto Corporation’s
application for the use of [a drug] in dairy cows.The plaintiffs in that case did not seek
adversarial proceedings to withdraw approyvaig rather challenged FDA’s conclusion that
consumer warnings on products made from coeatéd with a particulatrug was not required.
Id. at 557. The facts of that cdsave little relevace here, where Plaintiffs do not challenge
FDA's original approval of the Citizen Petiti@rugs, and instead now seek for FDA to institute

formal adversarial proceedings to revoke drug eyxs that have been in effect for decades.



C. There is No Other Law to Apply

Even if the Petition Responsegre not subject to thehaneypresumptioragainst
judicial review, the Agency'’s decision tofdewithdrawal proceedings would still be
“committed to agency discretion by law” under 5 U.S.C. § 701(a)(2) because 21 U.S.C. §
360b(e)(1) does not provide a meaningful standgainst which to review FDA'’s exercise of its
discretion. Although Plaintiffsssert that the FDCA “provides clear standards by which to
judge” the Petition Responses, P@pp. Br. at 11, they do notifd cannot) point to any such
standards. Rather, Plaintifi€ly exclusively on this Cotis March 22 Order, which speaks
only to what actions FDA must taldter it has made statutory findingsSee suprap. 2-3;
Govt’s Opening Br. at 13.

Furthermore, Plaintiffs are incorrect that the “committed to agency discretion by law”
exception is limited to statutes thetpressly precludgidicial review. PIfs’ Br. at 10 (citing
Schneider v. Feinberg45 F.3d 135, 148-49 (2d Cir. 2003)). tika, agency decision making is
“committed to agency discretion by law” if the s, like the FDCA in the eyes of the Supreme
Court, “is drawn so that a court would havemeaningful standard against which to judge the
agency'’s exercise of discretionChaney470 U.S. at 830c{ting Overton Park v. Volp&01
U.S. 402, 410 (1971)); Govt's Opening Br. at 13.

Nor are the Government’s arguments undermine@hnystianson v. Hauptmar®91
F.2d 59 (2d Cir. 1993RIfs’ Br. at 10-11, where the courtlti¢hat the National Park Service’s
(“NPS”) refusal to grant an exception to a nalas subject to arbitrgarand capricious review

under the APA. The statute (and degypf APA deference) at issueGhristiansorhas no

* Plaintiffs’ reference to the general purpa$d&DA and the FDCA also does not provide any
basis to review the Petition Responses. Plig).@r. at 12. Indeed, as FDA has explained, it
expects that the approach that it is curreatigertaking will more quickly and efficiently fulfill

the aims that Plaintiffs invoke.



bearing on whether tHeDCA contains provisions limiting the Agey's discretion as to whether
to initiate drug withdrawabroceedings. MoreoveGhristianson like the most of the rest of the
cases upon which Plaintiffs relyeeGovt’'s Opening Br. at 21 n.19 (listing cases), involved the
review of agencyulemaking See Christiansqr91 F.2d 5at 63 (reviewing decision not to
“process a regulatory change” to an agency ruldlat the APA unquestionably provides for the
review of agencyulemakingsand denials opetitions for rulemakingbas no relevance at all in
this case, which concerns agency discretiortamatitiate and conduct a proceeding that is
tantamount to enforcement.
D. Massachusetts v. EPA Does Not Apply Here

Massachusetts v. ERB49 U.S. 497 (2007) does not appkre, because that case held
only that an agency cannot deny a petition fegmaking based solely dhe agency’s incorrect
assertion that it has no jurisdictiord. at 511; Govt’s Opening Br. at 21-23. Here, FDA does
not invoke any purported lack ofrjadiction to justify its decisionot to act as Plaintiffs wish;
rather, FDA has chosen to pursue a differentleggry strategy while retaining the ability to
commence enforcement proceeditager if necessary. Meanwhile, although Plaintiffs claim, in
error, that the Citizen Petitiongere petitions to “change the IaviRlfs’ Opp. Br. at 4, Plaintiffs
do not dispute that drug withdrawal prociegd under the FDCA are adjudications, and
Massachusettdoes not speak to denials of requesisiteate enforcement adjudications.

Indeed Massachusettsupports the Government’s posiiiin this case; the Supreme
Court there explained that agencies that alighigg the exercise dheir jurisdiction have
“significant latitude as to the manner, timingntent, and coordination” of its actions. 549 U.S.

at 533; Govt's Opening Br. at 19-23. To théeex that the Petition Rponses are subject to

10



judicial review, that would bthe standard that applies hesad FDA'’s actions are well within
that latitude. Suprall.

Il. FDA’'S DENIAL OF THE CITIZEN PE TITIONS WAS NOT ARBITRARY OR
CAPRICIOUS

Even if the Petition Responsesgre subject to judicial resw, the Court should defer to
FDA'’s reasonable exercise of its authority to edli@ its finite resourceeffectively and select
the regulatory process that, in FDA'’s judgment, will best promote the public h8aidxovt's
Opening Br. at 23-27. As noted above, Fbés recently finalized Guidance for Industry 209
and published Draft GFI #213, which sets forthAlgency’s plan to enagage the withdrawal
of growth-promotion indicationand transition the remaining tlagreutic indications to “VFD”
status. Third Barcelo Decl. Exs. A & @lthough the recommendations Draft GFI #213 are
now voluntary, FDA has made clear that, after@osed three-year implementation period, the
Agency “will consider further action as warradtin accordance with existing provisions of the
[FDCA] for addressing matters related to thiegaof approved new animal drugs.” Third
Barcelo Decl. Ex. C at 7. FDA believes that the draft guidance will encourage substantial
progress towards the withdrawalall growth promotion indicains within the three-year
period. FDA also anticipates thiiis progress would outpacettwhich could be made were
the Agency to engage in product-by-prodwihdrawals under 21 U.S.C. § 360b(e)(1).

This Court should defer to FDA's preferre@plto achieve its public-health goals, which
does not now include adversarial proceedingl respect to the approximately 161 individual
applications covered by the Citizen Petitiodan. Barcelo Decl. Ex. | at 3, Ex. J. at 3
(explaining that the recent withdrahof just one product consumed in excess of five years and
three million dollars). As the Second Circrecently emphasized, agencies’ decisions on

whether to initiate or compromis&lversarial actions iexercise of their regatory authority are,

11



at a minimum, entitled to substantial deferen8ee S.E.C. v. Citigroup Global Markets, Inc.

F.3d _, 2012 WL 851807, *4 (2d. Cir. Mar. 15, 200®)ting that in light of the “numerous

factors” that affect an agencydecision to compromise advensaproceedings, “the scope of a
court’s authority to second-guess an agency'’s discay and policy-based dision to settle is

at best minimal”)see also Vermont Yankee Nuclear Power v. NRI36 U.S. 519, 543 (1978)
(“[Aldministrative agencies should be free tsligon their own rules of procedure and to pursue
methods of inquiry capable of permitting them to discharge their multitudinous duties.”); Govt’'s
Opening Br. at 24.

Nor do Plaintiffs’ criticisms of FDA’s rgulatory strategy dimish FDA'’s regulatory
discretion or the deference that this Court nadifsird FDA’s choices. PIfs’ Opp. Br. at 17-19.
As the Second Circuit has explained, a revievaogrt has “no license to substitute [its] policy
judgment for that of the agencyBellevue Hosp. Ctr. v. Leavi#t43 F.3d 163, 174 (2d Cir.
2006). Plaintiffs are therefore inceat to analogize the instant cas®ttsel by Detsel v.
Sullivan 895 F.2d 58 (2d Cir. 1990), where an agenag%ertion about the igeentiary basis of a
rule issued more than 40 years earlier was deemed to be an “educateddyusss4. PIfs’
Opp. Br. at 17. Rather, FDA’s ongoing effortremluce the use of antibiotics for promoting
growth is based on a real, present-day exfieatthat its strategy Wisucceed, and that
judgment is one that FDA is entitledmake in its substantial discretion.

Even if the Court were improperly to caer Plaintiffs’ purported “evidence” that
FDA's strategy is unlikely to succeed, that ‘@emce” is irrelevant, and insufficient to support
disturbing the Petition Responses. Spedificdlpharma, LLC’s 2010 reaction to Draft
Guidance 209, Bernard Decl. Ex. D, is irreletvbecause that company no longer exiSise

Third Barcelo Decl. Ex. D. Comments from thmerican Farm Bureau Federation also from
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2010, Bernard Decl. Ex. E, have no bearing enlitelihood that drug smsors will comply
with FDA'’s latest recommendations, especiakkg@use that organization represents farmers, and
not drug companiesSeeThird Barcelo Decl. Ex. E. And, although the 2010 comments by the
Animal Health Institute (“AHI”)do reflect some concerns wifDA’s planned approach, the
AHI at the same time expressed “general agrent” with FDA’s proposed criteria for using
antimicrobial drugs in animal feed, and it “agredftipt] veterinary involvement is important in
assuring these uses are judiciouBérnard Decl. Ex. C at 8.ast week, moreover, in response
to FDA'’s publication of the new guidance doacents and the proposed VFED regulation, AHI
issued a statement announcing its continuegatijor FDA’s approach, and in particular,
stated that “[iimplementation of [FDA’s] poliayeans all medically-important antibiotics used
in animal agriculture will be used only for therapeutic purposes—daisezament, control and
prevention—under the supervisionaficensed veterinarian.” ird Barcelo Decl. Ex. F.

Finally, as noted, FDA'’s current strategyetocourage voluntary compliance is only a
first step. If some drug companies fail towatarily withdraw growtkpromotion indications
from their products, FDA reasonably expects itsaturrent approach at a minimum will have
made substantial progress imueing the number of companiiggt may be the targets of
enforcement action in the future, thereby purguis priorities in a resource-efficient manner,
and permitting FDA to prioritize deployment of iimited enforcement resources to products or
sponsors that prove unresponsivéi® voluntary initiative, anthat, in FDA’s judgment, are

appropriate targets of withdrawal peedings. Govt's Opening Br. at 27.
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CONCLUSION

For the foregoing reasons, the Court sha@uitht summary judgment in favor of the

Government.
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