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INTRODUCTION

On March 22, 2012, this Court granted plaintiffs’ motion for summary judgment and
ordered the U.S. Food and Drug Administration (FDA) to conduct administrative giroge¢o
withdraw its approvalor certain nontherapeutic uses of penicillin and tetracyclines in animal
feed. Mem. Op. & Order (1st Order) 54, Mar. 22, 2012 (Dkt. 70). The Court held that the
agency’s 1977 findings that these drug uses had not been shown to be safe for human health—
because they promote the development of antibieStstant bacteria that can be transferred
from animals tdhumans—triggered mandatory withdrawal proceedings under a provision of the
Federal Food, Drug, and Cosmetic Act (Food and Drug Act), 21 U.S.Ch§e360(B).

FDA now seeks a stay tfie order pending appeal, but it has failed to justify the
impositionof that extraordinary remedy. The agency offers no strong argument th@boilnit
erred in ordering the agency to comply with its statutory duty to withdravoagpsf drugs that
have not been shown to be s&BA contends that it will suffer irreparable harm if it is forced
to devote resources to withdrawal proceedings, rather than to its preferreglysiva addressing
the problem—encouragingut manufacturersoluntarilyto discontinue the marketing of
medically important antibiotics for livestock production purpoBesthe expenditure of agency
resources to comply with a court order is not the sort of harm that courts recagjiriaparale.
Moreover,FDA'’s asserted harm is speculative, as there is no evidence that withdrawal
proceedings would detract from, rather than complement, FDA’s voluntary prograrhgamdst
no evidence that the voluntary program will be effectiupally, a stay would injure plaintiffs’
members and disserve the public interegtprolongng FDA’s inaction on this critical issue and

allowing serious human health risks to continue unabated.



BACKGROUND
Statutory and Regulatory Framework

The Secretaryf the U.S. Department of Health and Human Services (Ht#8pugh
the Commissioner'of Food and Drugs, 21 U.S.C. 8§ 393(d){2gulatesantibioticsin animal
feedas“new animaldrugs” undesection512 of the Foo@éndDrugAct, 21 U.S.C. § 360blhe
statue directs=DA to conduct proceedings to withdraw existingapproval ofa “new animal
drug application’if the agency finds that the drug is not shown to be safe:

The Secretaryshall, after due noticeand opportunityfor hearingto the applicant,

issue an order withdrawing approval oén application. . . if the Secretary

finds . . . that new evidence not containedin such application. . . evaluated
togetherwith the evidenceavailableto the Secretarywhen the applicationwas

approved,shows thatsuch drug is not shownto be safe for use under the
conditions of use upon the basisadfichthe application was approved . .

21 U.S.C. § 360b(e)((B) (emphasisadded).FDA considerananimal drug “safe” for human
health if it concludes that “there isasonable certainty of no harm to human health from the
proposed use of the drug in food-producing animals.” FDA, Guidance for Industry Nat 252,
(2003), Ex. M to Decl. of Jennifer A. Sorenson (1st Sorenson Decl.), Oct. 6, 2011 (Dkt. 33-13).

Factual Background

Antibiotics “have saved countless lives.” @sder3. But the “improper use and overuse
of antibiotics has led to a phenomenon known as antibiotic resistéshc#eople who contract
antibioticresistant bacterial infections are more likielyhave longer hospital stays, may be
treated with less effective and more toxic drugs, and may be more likely toalresdt of the
infection.”Id. at 4 FDA “considers antibiotic resistance ‘a mounting public health problem of

global significance.”ld. (quoting 1st Am. Compl. ] 38; Answer  38).

! As this Court has noted, “the parties do not dispute the essential facts,” onlygtie “le
conclusion resulting from those facts.” 1st Order 20.
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Since the 1950s, FDA has “approved the use of antibiotics to stimulate growth and
improve feed efficiency in food-producing animals, such as cattle, swine, akdrchidd.
Research has since “shown thia use of antibiotics in livestock leads to the development of
antibioticresistant bacteria that can-band [have] been—transferred from animals to humans
through direct contact, environmental exposure, and the consumption and handling of
contaminated na and poultry productsld. at 5.

Starting in the “miel960s, the FDA became concerned that the-teng use of
antibiotics, including penicillin and tetracyclines, in food-producing animaibnpose threats
to human and animal healtid. at 6. After convening a task force to study the problem, in 1973
FDA issued a regulation “providing that the agency would propose to withdraw appiraila
subtherapeutic uses of antibioticsamimal feed unless drug sponsors and other interested parties
submited data within the next two yedveghich resolve[d] conclusivg the issues concerning
[the drugs’] safety to man and animdldd. at 7-8 (quoting 21 C.F.R. 8 558.15). FDA defined
“subtherapeutic” uses to include “increased rate of [weight] gain, dipeagention[,] etc.” 21
C.F.R. § 558.15(d&).

In 1977, after FDA had evaluated the informatoibmitted bydrug manufacturershe
Directorof FDA’s Bureau ofVeterinary Medicine (BVM)ssued hotices of an opportunity for
hearing. . . on proposals to withdraw approval of all subtherapeutic uses of penicillin in animal
feed. . . and, with limited exceptions, all subtherapeutic uses of oxytetracycline and

chlortetracycline in animal feedlst Order 10. Th®irectorfoundthat these drug uses were

%2 Today, sucliruguses may also be referred to as “nontherape®iee’ e.g.FDA, Draft
Guidance No. 209, at 4 (2010), 1st Sorenson Decl. Ex. O (Dkt. 33-15) (noting that “the use of
medically important antimicrobial drugs in fopdoducing animals for production or growth-
enhancing purposes” is often referred to as “nontherapeutic” or “subthecapse).



“not shown to be safe™ for human healtd. at 11(quotingPenicillinrContaining Premixes, 42
Fed. Reg. 43,772, 43,792 (Aug. 30, 1977), 1st Sorenson Decl. Ex. A (Dkt.,, 38€lil.at 12
(quotingTetracycline (Chlortetracycline and Oxytetracycli@)ntaining Premixes, 42 Fed.
Reg. 56,264, 56,288 (Oct. 21, 1977), 1st Sorenson Decl. Ex. B (DR}).33 made these
findings pursuant to his delegated authority to “issue notices of an opportunity faniraghen
proposals . . . to withdraw approval of new animal drug applications.” 21 C.F.R. § 5.84 (1977),
Ex. M to Decl. of Amy A. Barcelo (1st Barcelo Decl.), Jan. 9, 2012 (Dkt. 44s&8)-DA, Staff
Manual Guides § 1410.503 (2011), 1st Barcelo Decl. Ex. A (Dkt. 44-1).

Following the publication of the notice€C6ngressional committees issued three reports
that contained statements that the FDA interpreted as requests to postponiedizevai
hearings pending further researcist Order 13. Although the agency completed the requested
research, “the FDA neveeld hearings on the proposed withdrawald. at 13-15. For more
than thirty years, the agency “took little action on the-pglhding 1977 [notices]Id. at 15.In
1983, the Commissioner of Food and Drugs “denied requests from several drug sponsors to
rescind the 1977 [notices]ld. (citing Penicillin and Tetracycline in Animal Feedl8 Fed. Reg.
4,554, 4,556 (Feb. 1, 1983), 1st Sorenson Decl. Ex. DD (Dkt. 33-30)). The Commissioner
explained that the notices “represent[#d§ Director’s formal position that use of the drugs is
not shown to be safeandthatthe Commissioner had reviewed the Director’s decision not to
withdraw the notices and “concur[red]” with it. 48 Fed. Reg. at 4,555-56.

Since the 1970stle scientificevidence of the risks to human health from the
widespread use of antibiotics in livestock has grown, and there is no evidertbe B4 has
changed its position that such uses are not shown to be saferdes8. HHS, FDA'’s parent

agency, has concluded that “there is a preponderance of evideniteeths¢ of antimicrobials in



food-producing animals has adverse human consequeht8s.Gen Accounting Office

(GAO), Antibiotic Resistance: Federal Agencies Need to Better Focus Efforts tes&ddisk to
Humans from Antibiotic Use in Anim&9 (2004), 1st Sorenson Decl. Ex. Y (Dkt. 33-25).
FDA's sister division within HHS, the Centers for Disease Control and Prend@DC), has

cited the “compelling body of evidence” demonstrating the “link between atitiloise in food
animals and antibiotic resistance in huméahstter from Thomas R. Frieden, Director, CDC, to
the Honorable Frank Pallone, Jr., Chairman, Subcommittee on Health, House Committee on
Energy and Commerck (July 13, 2010)Rrieden Leter), 1st Sorenson Decl. Ex. W (Dkt. 33-
23). Meanwhile the use of antibiotics in livestock production has proliferated: between 1970 and
2009, the volume of antibiotics used annually in U.S. livestock quadrupled, from 7.3 million
pounds to 28.8 million poundSeeAntibiotic and Sulfonamide Drugs in the Feed of Animals,
38 Fed. Reg. 9811, 9812 (Apr. 20, 1973), 1st Sorenson Decl. Ex. D (Dkt. B3AL)2009
Summary Report on Antimicrobials Sold or Distributed for Use in Food-Producing Anahals
tbl.1, 1st Sorenson Decl. Ex. P (Dkt. 33-16).

Rather than act on its 1977 findings and withdraw approvals for subtherapeutic uses of
penicillin and tetracyclines in animal feed, FDA Ipablished a series of nonbinding guidance
documents. In 2010, FDA issued Draft Guidance No. 209, which condia&dsing
medically important antimicrobial drugs ffiivestock] production purposes is not in the interest
of protecting and promoting the public health.” FDA, Draft Guidance No. 209, ain1april

2012, FDA finalized Guidance No. 209 and issued Draft Guidance No. 213, ehmdurages”

3 “M edically important antimicrobial drugsire“antimicrobial drugs that are important for
therapeutic use in humans.” FDA, Draft Guidance No. 209, at 3 n.1. FDA considers penicillin
and tetracyclines to be medically important. Gov't Resp. to Pls.” Statemeattsff22, Jan. 9,
2012 (Dkt. 45).



drug manufacturers “voluntarily” to “withdraw approved production uses of thelrcalby

important antimicrobial new animal drug&DA, Draft Guidance No. 213, at 5, 7 (2012%.C

to Supplemental Decl. of William T. Flyn@q Flynn Decl.), June 1, 2012 (Dkt. 34-Like all

of FDA'’s guidance documents, Guidance No. 209 and Draft Guidance No. 213 “do not establish
legally enforceable responsibilitiedd. at 2.

Procedural Background

Plaintiffs filed this actionn May 2011 seeking to compel FDA to complete withdrawal
proceedings for penicillin and tetracyclines in animal feedthe basis of the agency’s own
findings that these drug uses had not been shown to be safe. lirsheliaim for relief,
plaintiffs alleged that FDA had “unlawfully withheld or unreasonably delayedi@gaction by
failing “to comply with its statutory duty, after notice and opportunity for hgatmwithdraw
approval of subtherapeutic uses of péimcand tetracyclines in animal feed,” in violation of the
Administrative Procedure Act, 5 U.S.C. § 706(1), and the Food and Drug Act, 21 U.S.C.
§ 360b(e)(1). Am. Compl. 17 97-98, July 7, 2011 (Dkt. 11).

“On December 16, 2011, neafthirty]-five yeas after their initial publication and
during the pendency of this action, the FDA rescinded the 1977 [notices of opportunity for a
hearing].”1st Order 17. The agency “did not rescind its findirtgst the drug uses at issue were
not shown to be saftd. at 50. On the contrary, it explained that the withdrawal of the notices
“should not be interpreted as a sign that FDA no longer has safety concerns @AhaiilFhot
consider re-proposing withdrawal proceedings in the future, if necesddryat 17-18 (quoting
Withdrawal of Notices of Opportunity for a Hearing, 76 Fed. Reg. 79,697, 79,698 (Dec. 22,
2011), 1st Barcelo Decl. Ex. L (Dkt. 44-)2)onetheless, FDA argued thaaintiffs’ first claim

was now mootSeeReply Mem. in Supp. of the Government’s Mot. for Summ. J. (Gov’'t Summ.

J. Reply Br.) 9-10, Feb. 10, 2012 (Dkt. 55). Additionally, the agency contended that even if it
6



had not withdrawn the notices, its 1977 findings did not oblitpg@gencyo pursue

withdrawal procedings because made the findings before, not after, a hearing. Mem. in Supp.
of the Government’s Mot. for Summ. J. and in Opp’'n to Pls.” Mot. for Summ. J. (Sorim. J.
Br.) 12, Jan. 9, 2012 (Dkt. 41).

This Court disagreed. On March 22, tbeurt grared plaintiffs’ motion for summary
judgment on theirifst claim. The Court held thahe“plain meaning” of the Food and Drug Act
“requires the Secretary to issue notice and an opportunity for a hearing wheadéwels that a
new animal drugs not shown to be safeand “[i]f the drug sponsor does not meet his burden of
demonstrating that the drug is safe at the hearing, the Secretary must issier avithdrawing
approval of the drug.” 1st Order 33-Fuling that the agency “made the findingsassary to
trigger mandatory withdrawal proceedingsl’at 4647, the Court ordered FDA to conduct
withdrawal proceedings for penicillin and tetracyclines in animal f8ed.idat 54.

The Courtrequesteadditionalbriefs from the partiesn a schedule for FDA to comply
with theMarch 22 Qder.Id. at 55 n.19. Those briefs have been filed and are pending before this
Court. (Dkts. 85, 89, 96

In a second claim for relief, plaintiffs alleged that FDA had delayed uwmahb/ in
issuing a final response to two citizen petitions. Am. Compl. § 100. The petitions, filed in 1999
and 2005, requested that FDA withdraw approvalsaflonontherapeutic uses of medically
important antibiotics in livestock production. The 2005 petition specifically addressedlin,
tetracyclines, and five additional drug clas$esy 85. FDA denied both petitions in November
2011. In January 2012, this Court granted plaintiffs’ motion to file a supplemental complaint
challenging FDA'’s denial of the citizen petitioigeeOrder, Jan. 31, 2012 (Dkt. 49); 1st

Supplemental Compl., Feb. 1, 2012 (Dkt. 53) (setting forth plaintiffs’ third claimefiefy. On



June 1, this Court issued a second memorandum opinion and order, granting plaintiffs’ motion
for summary judgment on tinghird claim for relief.Mem. Op. & Order (2d Order), June 1,
2012 (Dkt. 95)FDA's presenmotion for a stay concerns only the Court’s March 22 Order.

ARGUMENT
Standard of Review

Courts consider four factors @geciding whether a stay is warrantéfl) whether the
stay applicant has made a strong showing that he is likely to succeed on the(2)evitether
the applicant will be irreparably injured absent a stay; (3) whether issoétite stay will
substantially injure the other parties interestethe proceeding; and (4) where the public
interest lies."Nken v. Holder556 U.S. 418, 434 (2009)A“stay is not a matter of right, even if
irreparable injury might otherwise resultd. at 433 (internal quotation marks omitted). It is the
“movant’s obligation to justify the cours exercise of such an extraordinary reme@ubdmo v.
U.S. Nuclear Regulatory Comm'n72 F.2d 972, 978 (D.C. Cir. 1983he “burden of
establishing a favorable balance of these facsomsheavy oné and “more commonlgtay
requests will be denied for not meeting the stanti@drtcia v. Sitkin No. 79 Civ. 5831RLC),
2004 WL 691390, at *1S.D.N.Y.Mar. 31, 2004)citing 11 Charles A. Wright & Arthur R.
Miller, Federal Practice and Procedu&2904 (2d ed.)).

I. FDA Has Failed to Justify the Extraordinary Remedy of a Stay Pending Appeal
A. FDA Has Not Demonstrated a Likelihoodof Success on Appeal

To satisfy the first factor, the applicant must show more than a “possilafigticcess on
appealNken 556 U.S. at 434-3%DA has not done so. The ageribgs offered no new
arguments in its motion, but rather rehashes arguments that have beed.tepetgs v. Fed.
Election Comm’n340 F. Supp. 2d 39, 46.D.C. 2004)(internal quotation marks omitted).
FDA contends that (1) the Food and Drug Act does not require the agency to act on a fihding tha

8



an approved animal drug is “not shown to be safe” for human health; (2) the agency mooted
plaintiffs’ claim by withdrawing its 1977 notices of opportunity &rearing; and (3) the

decision whether to commence withdrawal proceedings is an unreviewableesréthis
agency’s enforcement discretion. Mem. in Supp. of the Government’s Mot. for a StaygPendin
Appeal Gov't Br.) 7-14, June 1, 2012 (Dkt. 93). In two thorouglell-reasoned opinions, this
Courthas rejected all three of FDA’s argumenitse agency has failed to make the required
“strong showing'that itis “likely” to succeed on appe&lken 556 U.S. at 434 (internal
quotation marks omitted).

1. This Court Correctly Interpreted the Food and Drug Act

The Food and Drug Act directs that “[tjhe Secretary shall, after due notice and
opportunity for hearing to the applicant, issue an order withdrawing approval of era[ani
drug] . .. if the Secretary fids . . . that new evidence . . . shows that such drug is not shown to be
safe....” 21 U.S.C. 860b(e)(1)(B).This Court held that the “plain meaning” of the provision
“requires the Secretary to issue notice and an opportunity for a hearing whieadévels that a
new animal drug is not shown to be safe. If the drug sponsor does not meet his burden of
demonstrating that the drug is safe at the hearing, the Secretary must issier avithdrawing
approval of the drug.” 1st Order 33-34.

The Court relied on established principles of statutory interpretation to réagmiaion
sense reading of the statlitld. at 30. The Cournalyzed “the text and grammar of
§ 360b(e)(1), as well as the structure of § 360b as a whole and the overriding purpose of the

[Food and Drug Act].’Id. at 33 seeBloate v. United Stated430 S. Ct. 1345, 1354 (2010)

* FDA argues that it “need only demonstrate a substantial case on the megtstha a
strong likelihood of success,” if the “other factors are satisfied.” Gov'7 Binternal quotation
marks omitted). But, as explained below, FDA has satisfied none of the stay factors.



(noting that statutory construction must take into account the “struatdrgrammar” of a
provision);Cruz-Miguel v. Holder650 F.3d 189, 193 (2d Cir. 2011) (approving the use of
traditionalcanons of statutory interpretation to discern congressional intent). The Court noted
that its interpretation was consistent with howestcourts had interpreted 21 U.S.C. § 355(e),
the parallel provision of the Food and Drug Act concerning the withdrawal of apprduanain
drugs.Seelst Order34 (citingFDA v. Brown & Williamson Tobacco Corfa29 U.S. 120, 134
(2000);Mylan Labs., Inc. v. ThompsoB889 F.3d 1272, 1281 (D.C. Cir. 200Bpbbs v. Wyeth
Pharms, 797 F. Supp. 2d 1264, 1270-71 (W.D. Okla. 2011)).

FDA offers no strong argument in support of its contmatgrpretationof the provision—
i.e., that only a finding madsfter a hearing triggers the agency’s duty to withdraw approval of
ananimal drug that is “not shown to be safe.” Gov't BITBe agency contends that the
placement of thénotice and opportunity for hearing” phrase “near the beginning of the
sentence” indicates that Congress intended for “any of the events desclib&th§ that
phrase,” including any findings by FDA, to happen afterwalrdBut the agency points to no
rule of grammarequiringthe orderof phra®s in a sentende correspond to the temporal order
of the events they descebln fact, English often does not work that way. For example, in the
sentencéStudents should ask for permission to leave the classroom if they begin feélitigpill
final phrase (“if they begin feeling ill") describes the event that happens fiestirst phrase
(“Students should ask for permission”) describesqrd event, and the middle phrase (“to leave
the classroom”) describes the last evadihie animal drug withdrawal provision interpreted by
this Court follows a similar pattern

The additional arguments offered by FDA in a footraesimilarly weakSeeGov't Br.

8-9 n.4.Theagencyrelies first onthe “exigency clause” of section 360b(e)(1), whatlows the
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Secetary to suspend approval of an animal drgnediately, andifterward*afford the
applicantthe opportunity for an expedited hearing under this subseciidhg Secretary finds
that the drug presents an “imminent hazard.” 21 U.S.C. 8§ 360b(El{a)concedes that this
clause “clearly contemplates a grearing ‘finding” and argues that Congress’s use of
“different language” irsection360b(e)(1)(B), the withdrawal provision at issue, supports a
different interpretation of the timing of any findingade under that provision. Gov't Br. 8-9
n.4. But FDA does not explain how the different language of the exigency provisilmwing
for suspension of approval prior to notice and opportunity for a heahag-any effect on the
timing of thefindingstriggering withdrawalproceedingsAs this Court foungthe exigency
clausesupports the Court’s interpretationsiction360b(e)(1)(B)ecause it indicates that
“findings pursuant to 860b(e)(1) are made prior to a hearintst Orderi32-33. The reference
in the exigency clause to a hearing “under this subseatimmfirmsthat withdrawal proceedings
under the exigency clause follow the same general pattern as the other preceacieqplated
by subsection 360b(e)(1), except that they also allow fohpe#ng suspension of approval.
FDA makes anotheanemicargument when it criticizethis Court’s discussion of the
agency’s mission under the Food and Drug SeeGov't Br. 9 n.4.The agency argudbat a
“broad statutory mandate’ cannot provide a basis to compel specific ageiory”dd. (quoting
Norton v. S. Utah Wilderness Alliand2 U.S. 55, 66-67 (2004)). But in ordering FDA to
commence withdrawal proceedingise Court did not relgimply on the agency’s mission.
Rather the Court properly considered the “purpose” offbed and Drug Acas an aid in
interpreting theanimal drug withdrawal provision at section 360b(e)(1)(@B)ich mandates

specificagency actionSeelst Order 33.
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Finally, FDA does not have a strong argument that the Court should have deferred to the
interpretation of the animal drug withdrawal provision that the ageasgdvanced in this
litigation. SeeGov't Br. 9-11. The Court did not do so for two reasons: First, it fahatithe
meaning of the provision was “plain.” 1st Or@*34. Second, it found that even ifaere to
defer to FDA'’s interpretation of the provision, it would reach the same result, bd€aAss
own regulation confirms the Court’s interpretatitth.at 35-36.The regulation states: “The
Commissioneshall notify in writing the person holding an [animal drug] application approved
pursuant to [21 U.S.C. 8§ 360b(c)] and afford an opportunity for a hearing on a proposal to
withdraw approval of such application if he finds . . . [t]hat[n]Jew evidence . . shows that
such drug is not shown to be safe . ...” 21 C.F.R. § 514.115(b)(3)(ii). FDA now concedes that
the regulatiorficontemplates” a “finding’ that triggers the withdrawal processit it cantends
that the finding described in the regulation is different from the finding deddnlibe statute.
Gov't Br. 10. The Court rejected this argument, pointing out that the regulationitesstre
requisite findings in exactly the same languagthe statute.’Lst Order 37. The Court properly
declined to defer to FDA'mterpretation of a regulatiahatdoes no more thangarrot[]” the
statutory provision it implementkl. at 38-39 (quotingsonzalez v. Oregom46 U.S. 243, 257
(2006)).

2. Plaintiffs’ Claim Is Not Moot

FDA'’s contention that the agency mooted plaintifisim by withdrawing the 1977
notices of opportunity for a hearing during the pendency of this litigatiequally
unpersuasive. As this Court held, “the trigger for FDA ttate mandatory withdrawal
proceedings isot the issuance of a [notice of opportunity for a hearing] but a finding that a drug
has not been shown to be safe.” 1st Order #8."Tecord makes clear that the FDA did not

rescind its findings when it rescinded the 1977 [noticéd].at 50. On the contrary, “in the
12



notice rescinding the 1977 [notices], the FDA emphasized its continuing concernshabout t
subtherapeutic use of geitlin and tetracyclines.Td. This Court found that “FDA has not issued
a single statement since the issuance of the 1977 [notices] that underminesnbéforitings
that the drugs have not been shown to be shfedt 5152. Thatremains true toda See, e.g.
Mem. in Supp. of the Government’s Mot. for Summ. J. on PIs.” 1st Supplemental Compl. (Gov't
Summ. J. Br. on Supplemental Compl.) 2, Mar. 21, 2012 (Dkt. 64) (conceding that “the
phenomenon of antimicrobial resistance exidtgt“antimicrobal resistance poses a threat to
public health’, and that‘the overuse of antimicrobial drugs in food-producing animals can
contribute to the development aftimicrobial resistan¢® FDA asks this Court to defer to its
“expert scientific judgment,” Gov't Br. 11, but its judgment is that penicillin anddgttimes in
animal feed have not been shown to be safe for human health.

In pressing its argument that plaintiffs’ claim is moot, FDA now relies on a ratitinale
offered when it withdrewhe 1977 notices of opportunity for a heariiigthe agency wert®
pursue withdrawal proceedings, it would “update” the notices “to reflect current dat
information, and policies.” Withdrawal of Notices of Opportunity for a Hearing, 76 FeglaR
79,701.But FDA’s acknowledgment that “the body of scientific information relevant to the use
of penicillins and tetracyclines in aninfakds has grown since 197W” at 79,700, does not
amount toa renunciatiorof the agency’sindings thathesedrug uses have not been shown to be
safe.This Court held that “[a]ny claim that the 1977 [notices] are outatvé does not relieve the
FDA of its obligation to proceed with the withdrawal process,” because “theyagannot,
through its own prolonged inaction, create obsstb its statutorily mandated obligatiofist
Order51 n.16 Moreover, “while there hasbeen additional scientific studies since the 1977

[notices] were issued, they all appear to support the FDA'’s original fitkdaighe use of these
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drugs has not been shown to be sdfi.FDA has no strong argument that plaintiffs’ claim is
moot.

3. FDA'’s Failure to Complete Withdrawal Proceedings Is Reviewable

FDA now contends that its “decision not to proceed immediately with adversarial
Withdrawal Proceedingshould be unreviewable as a ‘decision[] not to enforce’ uHeekler v.
Chaney 470 U.S. 821, 828 (1985).” Gov't Br. 1Rut in its briefing on this claim, FDA never
even argued that animal drug withdrawal proceedings ammgcemenactions. Only on @y
at oral argument, and in its briefing on plaintiffs’ third claim for relief, did trenay begin
characterizing the decision whether to pursue withdrawal proceedings assc‘elixample of
FDA'’s enforcement discretionHr'g Tr. 42, Feb. 23, 2012, Ex. B to 3d Decl. of Jennifer A.
Sorenson, May 25, 2012 (Dkt. 91-8eGov’'t Summ. J. Br. on Supplemental Compl. 1-2, 5, 10,
13-16, 27 The Court rejected this lateeaking argument its June 1 @der granting plaintiffs’
motion for summary judgment on thethird daim. 2d Order 34-35.

This Court concluded that withdrawal proceedings are not “traditional enforcement
actions” but rather FDA’s “primary means of formally regulating approvedsdrigy at 31.

Unlike enforcement actions, “withdrawal proceedings are undertaken as afesfiitding by
the FDA regarding the drug’s safety or efficacy, and are not premised omliBow of any law
or regulation.”ld. at 3132. Indeed, plaintiffs have not alleged that any regulated garty
violating existing law but rather thaEDA has failedo comply with mandatory duties imposed
onit by the Food and Drug Act.

This distinction is grounded in the statute, as the Court bkgorganization of the
Food and Drug Act separates théstantive provisions of the Act from its enforcement
provisions.Id. at27-28. Withdrawal proceedings are authorized by the “substantive regulatory

provisions” of Subchapter V of the Adtl. Thatsubchapter igntitled“Drugs and Devices” and
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“governs he regulation of human and veterinary drudd.’at 28 In contrast, the cases relied on

by FDA—Dboth in its briefing on plaintiffs’ thirdlaim and in itsnotion for a stayseeGov't Br.
12—involved agency decisions not to take enforcement actions authorized under Subchapter Ili
of the Act entitled “Prohibited Acts and Penaltiehat subchaptéeigoverns enforcement
proceedings.” 2d Order 28. In holding that withdrawal proceedings are not endotcartions,

the Court tirectly citedmany of the cases upon whigfDA] now relies.”"Shays 340 F. Supp.

2d at 46, see2d Order 28-30 (distinguishighaney 470 U.S. 821Jerome Stevens Pharms.,

Inc. v. FDA 402 F.3d 1249 (D.C. Cir. 20059 cheringCorp. v. Heckler779 F.2d 683 (D.C. Cir.
1985).

Moreover, the Court held that even if it “were to find that the withdrawal of approval of a
new animal drug is an enforcement action, the [Food and Drug Act] providesesuffici
‘guidelines for the agency to follow in exercising its enforcement pgwerebut the
presumption of unreviewability.” 2d Order 35 (quoti@ganey 470 U.S. at 832-33). This is
particularly true wherhe agency has made a finding that an animal drug has not been “shown to
be s&,” 21 U.S.C. § 360b(e)(1)(B), asat findingtriggers a nondiscretionary duty to
commence withdrawal proceedin@eelst Order 33-34.

The logic of FDA’'sChaneyargument would rendemreviewable the agencyfailure to
withdraw approval of human and animal drugs that are no longer shown to be safé&axithe
and Drug Act requires it to d&ee21 U.S.C. § 360b(e)(1) (governing withdrawal of approval of
animal drug id. 8 355e) (governing withdrawal of approval of human drugs). This Cloast
rejected that fareaching contentiorEDA has offeed no reason to believe that the Court’s

ruling should be reversed.
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B. FDA Has Not Demonstrated Irreparable Injury

To satisfy the second factor of the standard for granting a stay pending appeahUsDA
show more than “some possibility of irreparable injualgsent a stayNken 556 U.S. at 434-35
(internal quotation marks omitted)n irreparable injurys “an injury that is not remote or
speculative but actual and immingandfor which a monetary award cannot be adequate
compensation.Dexter 345 Inc. vCuomg 663 F.3d 59, 63 (2d Cir. 2011) (internal quotation
marks omitted)FDA fails to satisfy this factor for two reasoffisst, the injury it alleges-
expenditure of agency resources—is not the type of injury that courts haveizecoas
irreparable, angsecondthe asserted injurg speculative.

FDA contends that complying with this Court’s March 22 Order would require the
agency to devote resources to withdrawal proceedings, rather than tpoigesms. In
particular, the agency asserts that “reinitiating the Withdrawal Proggedifi compromise
FDA'’s ability to finalize and implement” its strategyasking drug sponsors voluntarily to
discontinue the marketing of medically important antibiotics for livestock pramfuptirposes.
Gov't Br. 16.The agency also avers that some employaasved inthe withdrawal
proceedings “would be diverted from working on” the agencytbaotic-resistance monitoring
activities Id. at 18.

But an agency caalmost always argue that complying with a court order will require it
to expend resources that it would otherwise spend differently. “[P]otentiadtyd/and diverted
staff resourcé€'sdo not “constitute anifreparable harn. Shays340 F. Supp. 2€dt48 (‘The key
word in this consideration isreparable. Mere injuries, however substantial, in terms of money,
time, and energy necessarily expended in the absence of a stay are not’efiigghal
guotation marks omitte@mphasis in origing); cf. FTC v. Standard Oil Cp449 U.S. 232,

244 (1980) (“Mere litigation expense, even substantial and unrecoupable cost, does not constitute
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irreparable injury. (internal quotation marksmitted). This is especially true here, where the
agency'’s principal concern is that complying with its statutory mandate wikjdize its ability

to “adopt a voluntary program that is outside the statutory regulatory scheme d@d5+53

see Shays840 F.Supp. 2cat 49 (“The mere fact that a commission spends its initial resources
acting as a supéegislature disregarding congressional intent does not insulate it from a later
court order directing the reconsideration of its faulty regulatihriBhis Court has already held
thatthe agency’pursuit of “‘other ongoing regulatory strategies’ . . . does not relieve it of its
statutory obligation to complete withdrawal proceedings.” 1st Order 52-53.

The two cases cited by FDA are inapposite. Nei#ttelresses the expenditure or
diversion of agency resources. Rather, in both cases, the court stayed a pselnjunation
prohibiting an agency from taking a particular action because it found that théyrtabengage
in that actionwould harm the agencin Ark. Peace Citr. v. Ark. Dept. of Pollution Contreb2
F.2d 145 (8th Cir. 1993), the court stayed a preliminary injunction barring the incineration of
hazardous wastes because it found that incinerating the wastes would promotent&fenda
“interest in protecting the environment by cleaning up hazardous wastelditas 147.In
James River Flood Control Ass’n v. W&80 F.2d 543, 544 (8th Cir. 1982), the court stayed a
preliminary injunction preventing the Department of Interior frmonstructing a pumping
station in North Dakotébecause otherwise the Departnif@otuld lose its opportunity to begin
the project this seasond. at 544. Neither case provides any support for FDA’s argument that
the expenditure of resources statutorily mandatedvithdrawal proceedingsather than an
extrastatutory voluntary program, would irreparably harm the agency.

Moreover, the harm alleged by FDA is speculative, for two reasons: Firstoins@s

not yet set a deadline for the agencgadndud¢ withdrawal proceedingsSecond, there is no
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evidence that withdrawal proceedings will detract from, rather than corapteRDA’s other
effortsto address antibiotic resistan&ee Dexter 345 Inc663 F.3dat 63(stating that
irreparable injury must beattual and imminetit“not remote or speculativie

At the Court’s requesseelst Order 55 n.19, the parties have submitted briefs on the
issue of a schedule for FDA to comply with the Court’s OrB&intiffs’ estimate of the amount
of time that withdrawal proceedings should consume is significantly lowelFDArs estimate.
CompareBr. in Supp. of the Government’s Position on the Issue of Timing 6, 10-15, May 15,
2012 (Dkt. 85) &ssertinghatwithdrawal proceedings will takéive to five and a half yeat}
with Pls.” Opp. to the Government’s Br. Concerning a Schedule for Compliance with this Court
Order (Pls.” Remedy Brl4-25, May 25, 2012 (Dkt. 89) (proposing a schedule under which
FDA would complete proceedings in “just over two yeartintil this Court orders a compliance
schedulethe speed with which the agency will have to fulfill its obligations will not be known
Thus, FDA'’s predictions about how compliance will affect the agencytaipdograms are
prematureAdditionally, as plaintiffs have demonstrated, the agency’s staffing pamecire
vague as they fail to specify how much timgencyemployeeswill devote tothewithdrawal
proceedingsSeePls.” Remedy Br. 14, 16, 18he supplemental declaratiarf Dr. William T.
Flynn, an FDA official, is no more precise than his first @e2d Flynn Declf{ 812, June 1,
2012 (Dkt. 94)asserting, e.g., that FDA scientists “would need to commit significant amounts
of time to the Withdawal Proceedings This court has declined to find irreparable injury on the
basis of a declaratiorwhich merely asserts that burdens will be imposed [on an agency] without
further documentation to suggest that a serious impact analysis was coriddateid, 2004

WL 691390,at *2 n.8.
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FDA'’s alleged harm is also speculative becdhsee is no reason to belietret
withdrawal proceedings will detract from the agenaghintary program to address antibiotic
use in livestock production. On the conyrazomplying with the Court’s ordenay allow the
agency to reduckvestockantibiotic use more quickly and effectively than if it relied solely on
its voluntary program=DA says its plan is to “focus first on eliminating the injudicious use of
such drugs voluntarily, with the potential for more compulsory regulatory aetien if
needed.” Gov’t Br. 16-17But the agency’s repeated characterization of withdrawal proceedings
as prohibitively timeconsuming and expensive has robbed its threat of “compulsory regulatory
action” ofany force. As this Court has noted, “[o]ne can only wonder what conceding the
absencef an effective reglatorymechanism signals to the industry which the FDA is obligated
to regulate.”2d Order 45 n.23ByY initiating binding withdrawal proceedings for penicillin and
tetracyclinesFDA may encouragdrug manufacturern® comply more readilyvith the agency’s
nonbinding recommendations regarding other antibiotics used in livestock production.

Moreover, as this Court has found, there is no evidence that the voluntary program will
be effectiveSee2d Order 49-51Nor is thereevidencethatwithdrawalproceedingsvould be
more timeconsuming than the voluntary program: “if any credence is to be given to the
Agency'’s position that the drug industry intends to comply with the voluntary programit the
unclear why the industry would contest formal withdrawal notices or regoieecibnsuming
hearings.”ld. at 51. For these reasons too, FDA'’s contention that conducting withdrawal
proceedings for penicillin and tetracyclines would “compromise” its ability tdament its

voluntary program—and thus &zhieve “its ultimate goal of withdrawing growth promotion
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indications” for all medically important antibiotiess speculativeGov't Br. 16. Complying
with the Court’s order may instead enable the agemayeet this goal more effectively.

FDA has failed to demonstrate that it will suffer any irreparable harm in thecebsta
stay.

C. Further Delay Would Injure Plaintiffs and Disserve the Public Interest

Further delay wouldubstantiallyinjure plaintiffs’ membersanddisservethe public
interest Public health authorities around the world have warned that the routine use of astibiotic
in livestock production threatens human hedltbC has cited the “strong scientific evidence of
a link between antibiotic use in food animals and antibiotic resistance in hurRaeden Letter
1. That evidence led the World Health Organization and the Institute of MedicineN#itibeal
Academy of Science® recommend banning antibiotic use for growth promotion if the same
antibiotics are used in human medicine. World Health Org. (WHO), World Healt2 @y
Policy Brief No. 4D,Reduce Use of Antimicrobials in Food-Producing Aningal1), 1st
Sorenson Decl. Ex. AA (Dkt. 33-27)st of Med.,Microbial Threats to Health: Emergence,
Detection, and Respon209-11 (Mark S. Smolinski, Margaret A. Hamburg & Joshua Lederberg

eds., 2003), 1st Sorenson Decl. Ex. Z (Dkt. 33-26). HHS has concludethtratis a

®> FDA could also meet itgoal of withdrawing growtipromotion indicationgor all
medically important antibioticlsy pursuing withdrawal proceedings for these drug uses. This
Court has now held that FDA, in response to plaintiffs’ citizen petitions, “must evdheat
safety risks of the petitioned drugs and either make a finding that the deugst shown to be
safe or provide a reasoned explanation as to why the Agency is refusing touctakefianding.”
2d Order 53. A finding that the drugs were not shown to be safe would trigger mandatory
withdrawal proceedings under 21 U.S.C. 8§ 360b(e)(1). FDAekaggerated the resources that
would be required if the agency wereutadertakesuch proceedings. The agency frequently
refers to “161 individual approved applications covering growth promotion uses for Medically
Important Antimicrobials,” Gov't Br. 16, but as this Court has noted, “[i]t is not clegrtiadn
withdrawal proceedings must be on a dhyegdrug basis . .. Indeed, the FDA appears to accept
that all of the classes of antibiotics at issue pose a similar threat paspbsed voluntary
approach makes no distinction.” 2d Order 46 n.24.
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preponderance of evidence that the use of antimicrobials in food-producing animals hes adve
human consequence$AO, Antibiotic Resistanc89 (2004) And FDA itselfhas declared that
using medically important antibiotics for livestock protian purposesi$ not in the interest of
protecting ad promoting the public health.” FDA, Draft Guidance No. 209, at 13.

These health threats are real, and they affect plaintiffs’ menfbmrexampleplaintiffs’
memberdace an increased risk of contracting a dregjstant infectioras a result of handling or
eating meat or poultry products from animals that were given routine dosesafipeand
tetracyclinesDecl. of Jasanna Britton 1 6-7, Sept. 30, 2011 (Dkt. 22); Decl. of Amanda J.
Fleming 117-8, Sept. 28, 2011 (Dkt. 23); Decl. of Anne Kapuscinski 1 8-9, Oct. 3, 2011 (Dkt.
27), Decl. of llana SlafiGalatanf{4-5, 8, Sept. 28, 2011 (Dkt. 32ee alsd’ls.’ Statement of
Undisputed Material Facts in Supp. of Mot. for Sumnj{i26-28, Oct. 6, 2011 (Dkt. 2{giting
2009 data on percentages of retail meat contaminated with antit@sistant bacterialReople
exposed to antibioticesistant bacteria may become ill themselves or may pass resistant bacteria
on to others. Gov't Resp. tdsP? Statement of Facts4] The results can be longer illnesses,
treatment with less effective and more toxic drugs, and even. dsai@rder 4.

FDA'’s voluntary program for addressing thésalthrisks is inadequate. It is passive,
unenforceable, andcks a definite time line. The agenagténds to work with sponsovgho
approach FDAand are interested in working cooperatively with the Agency to phase out
production uses of medicalijmportant antimicrobials.FDA, Final Response to Citizen
Petition, New Dkt. No. FDA-1999-P-1286t 4(Nov. 7, 2011), Ex. A to Decl. of Mitchell S.
Bernard, Feb. 21, 2012 (Dkt. 59{8mphasis addedBut the agency has offered “no hard
evidence that the drug sponsors have agreed bagvie[] to the proposed measuresi’Order

49-50. It is unclear what will happen if drug sponsors do not agree. Draft Guidance Nay213
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only that FDA will “evaluate the rate of adoption of the proposed changes” and “aciustter
action as warrantetlFDA, Draft Guidance No. 213, at WhenFDA will “consider further
action”is also unclearAt presentfFDA’s specific recommendatiorisr voluntary withdrawal
exist only in draft formseeFDA, Draft Guidance No. 213, and “[i]t is unknown when vée
the final version of Draft Guidance # 213 will be published.” 2d Order 22 n.14.

The only sure means of ending the routine use of penicillin and tetracyclinemad ani
feed is for FDA tacommencend complete binding withdrawal proceedings, in coamgle with
this Court’'s March 22 Order. “For over thirty years, the Agency has been confrotited wi
evidence of the human health risks associated with the widespread subtherape@idtic use
antibiotics in food-producing animals, and, despite a statutory rteatalansure the safety of
animal drugs, the Agency has done shockingly little to address these 2dK3rtier 52A stay
would prolongrFDA'’s inaction on this critical issuéurther delay would allow serious and
irrefutable human health risks to continue unabated, injuring plaintiffs’ memberssaedviig

the public interest.

FDA hasfailed to justify theextraordinary remedyof a stay pending appe&uomaq
772 F.2d at 978The agency hasot made a strong showing that it is likely to sucaaethe
merits. The injury FDA asserts is not irreparaldespeculativeand is outweighed by thejumy
to plaintiffs and the disservice to the public interest that would result from padfponing
withdrawal proceeding®r drugs that have not been shown to be $adethe same reasons,
FDA has failed to justify an interim stay pending disposition of the agencyismfor a stay in

the Court of AppealsThis Court should not sanctidartherdelay.
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CONCLUSION

For the foregoing reasons, plaintifesspectfully request théte Court deny FDA'’s
motion for a stay of the Court’s March 22 Order pending appeal, and that the CourDfesy
alternative request for an interim stay pending disposition of the agencyrfmta stay in the

U.S. Court ofAppealsfor the Second Circuit.
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