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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 initiate and complete atadr
proceedings for certain nontherapeutic uses of penicillin and tetracyciinasnal feed. Mem.
Op. & Order (Orderp4, Mar. 22, 2012 (Dkt. 70). The Court requested further briefing on the
“issue of a timdine for holding a hearing and issuing a final decision in the matterat 55
n.19.

A judicially imposed deadline sssentiato ensure FDA’s prompt compliance with the
Court’s orderThe agency has repeatedly demonstrated its resistance to conductargwaih
proceedingskDA first issued notices proposing to withdraw approval for penicillin and
tetracyclines in animal fead 1977, on groundhat these drug uses have neeb shown to be
safe for human health. For more thamtyhyears FDA failed to follow through on the notices,
despite the growing evidence of a threat to public health. Now, in its breeEompliance
schedule FDA asserts thahe Court should nompose any deadline at all.

Alternatively, FDA proposes a protracted schedotecompliance with a statutory
mandate it has defied for decadigmoring the substantial amounteffort the agency has
alreadyexpended in studyintpe issuef antibiotic resstance in recent yeansDA aversthat it
will take eleven to seventeen months to search the scientific literature, eviauaterent
science and update the noticesltogether the agencyantsfive to five-and-ahalf years to
comply with the Court'®rder.Withdrawal proceedings need not, and should not,riakdy
that long. Indeed, FDA'’s relaxed proposed schedule provides further evidence @ddHerre

prompt and enforceable set of deadlines.



BACKGROUND
Factual Background

As this Court has dervedfor “over thirty years, the FDA has taken the position that the
widespread use of certain antibiotics in livestock for purposes other than disaasent poses
a threat to human healtiOrder 2 This drug use promotes the development of antiio
resistant bacteria that can be transferred from animals to hulthaaus5.FDA first “became
concerned’aboutthis public health riskn the “mid1960s’ Id. at6. After convening a task
force to study the issue, in 1973 FDA issued a regulation “providing that the agency would
propose to withdraw approval of all subtherapeutic uses of antibiotrsral feed unless drug
sponsors and other interested parties submitted data within the next two yeelnsrégbive[d]
conclusivey the issues concerrgnthe dugs’] safety to man and animalsid. at 7-8 (quoting
21 C.F.R. 8 558.15FDA defined “subtherapeutic” uses to include “increased rate of [weight]
gain, disease prevention[,] etc.” 21 C.F.R. § 558.15(a).

After reviewing the submissions from drmanufacturers, FDA issueddtices 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 chlortetrgcline in animal feed.Order 10. The agency fourldat these
drug uses were'iot shown to be safe” for human healtd. at 11(quotingPenicillin-

Containing Premixes, 42 Fed. Reg. 43,772, 43,792 (Aug. 30, 18é@é)id.at 12 (quoting
Tetracycline (@lortetracycline and Oxytetracyclin€ontaining Premixes, 42 Fed. Reg. 56,264,
56,288 (Oct. 21, 1977)Under the Federal FdpDrug, and Cosmetic Act (Food and Drug Act),
FDA is required “after due notice and opportunity for hearing,” to “issue an ositbdrawing
approval”’ of an animal drug if the agency finds that “new evidencashows that such drug is

not shown to be safe.” 21 U.S.C. § 360b(e)(1)(B).
2



Following FDA's publication of the noticesCongressional committees issued three
reports that contained statements that the FDA interpreted as requests to pbstpotneltawal
hearings pending further research.” Order 13. Although the agency codnhletequested
research,the FDA never held hearings on the proposed withdraiMalsat 13-15 Since the
1970s, “the scientific evidence of the risks to human health from the widespread use of
antibiotics in livestock has grown, and there is no evidenceéhb&BDA has changed its position
that such uses are not shown to be sadie &t 3 At the same timghe 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 poGeds.
Antibiotic and Sulfonamide Drugs in the Feed of Animals, 38 Fed. Reg. 9811, 9812 (Apr. 20,
1973),Ex. D to Decl. of Jennifer A. Sorenson (1st Sorenson Decl.), Oct. 5, 2011 (Dkt, 33-4)
FDA, 2009 Summary Report on Antimicrobials Sold or Distributed for Use in Food-Producing
Animals at th.1, 1st Sorenson Decl. Ex. P (Dkt. 33-16).

In 2010, FDA issued a nonbinding document, Draft Guidance No. 209, which concluded
that “using medically important antimicrobial drugs florestock] production purposes is not in
the interest of protecting and promoting the public health.” FDA, Draft Guidance No. A0, at
(2010), 1st Sorenson Decl. Ex. O (Dkt. 33-15). The Draft Guidance recoracgsidg
medically important antibiotics in foggroducing animals only when necessary to ensure the
animals’ healthSee idat 16.FDA finalizedGuidance No. 209 in April 201Zhefinal
Guidancesummarizedorty years’ worth of key scientific reports on the issue of antibioticruse i
livestock production, includingeveral recent peeeviewed studiesSeeFDA, Guidance No.

209, at 5-17 (2012), Ex. A to 3d Decl. of Amy A. Barcelo, Apr. 16, 2012 (Dkt. 78-1). FDA notes



that theliterature reviewpresentedn the Guidance is not exhaustibeit it asserts that the
agency hasconsidered all available informatioii reating its conclusiondd. at 5 17.

Procedural Background

In May 2011, plaintiffs filed this action, seeking to compel FDA to complete witradra
proceedings for penicillin and tetracyclines in animal feed. Contrary to F&s&&rtion,
plaintiffs brought suit not because they “disagreed with FDA’s new regulsti@tggy of
encouraging drug sponsors voluntarily to discontinue the marketmgaitally important
antibiotics for livestock production purposes. Br. in Supp. of the Government’s Positiam on th
Issue of Timing (Gov't Br.) 5, May 15, 2012 (Dkt. 85). Rather, plaintiffs believed thatHa
violated the lawby failing to act on its own findings that penicillin and tetracyclines in animal
feed were not shown to be safe for human he8kbPIs.” 1stAm. Compl. § 97, July 7, 2011
(Dkt. 11).Plaintiffs sought an order compelling “agency action unlawfully withheld” under the
Administrative Procedure Act (APA), 5 U.S.C. 8 706(1).

“On December 16, 2011, neafthirty]-five years after their initighublication and
during the pendency of this action, the FDA rescinded the 1977 [notices of opportunity for a
hearing].”Order 17. The agency “did not rescind its findinti&it the drug uses at issue were
not shown to be saftd. at 50. On the contraryt 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 nece8ddryat 17-18 (quoting
Withdrawal of Notices of Opportunity for a Hearing, 76 Fed. Reg. 79,697, 79,698 (Dec. 22,
2011). Nonetheless, FDA argued that plaintiffs’ action was now n®etReply Mem. in Supp.
of the Government’s Mot. for Summ. J. (Gov’'t Summ. J. Reply Br.) 9-10, Feb. 10, 2012 (Dkt.

55).



This Court disagreed. On March 22, @eurt granteglaintiffs’ motion for summary
judgment on their first claim for reliéfThe Court held thahe“plain meaning” of the Food and
Drug Act “requires the Secretary to issue notice and anrappty for a hearing whenever he
finds that a new animal drug 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 Secretasgueusn order
withdrawing approval of the drugOrder33-34. Finding that the agency “made the findings
necessary to trigger mandatory withdrawal proceedingsdt 4647, the Court ordered FDA to
conductwithdrawal proceedings for penicillin and tetracyclines in animal f8ed.idat 54. A
the suggestion of the parties, the Coaguesteadditional briefing on th&ssue of a timdine
for holding a hearing and issuing a final decision in the matgkrat 55 n.19.

ARGUMENT

A Judicially Imposed Schedule Is Necessary to EnsufeDA’s Prompt
Compliance with the Court’s Order

A. This Court Should Disregard FDA’s Attempts to Reargue the Merits

The Court should ignoreDA'’s uninvitedattempts to reargue the meitsplaintiffs’
underlying claim for reliefSeeGov't Br. 1, 3-5, 8, 12-13. The Court ordered further briefing
only on the “issue of a time-line,” not on the question whether FDA violated the law and is
required to conduct and complete withdrawal proceedDdgder55 n.19. Thus, the agency’s
assertion that it needs time to “decwlleether the science still supports the withdrawal” of the
drug uses at issuemsisdirectedGov't Br. 12-13. The Court has already ordered FDA “to

initiate withdrawal proceedings” by “igsu[ing] a notice of the proposed withdrawals.” Order

! In a separate claim, plaintiffs have challenged FDA’s denial of two mipeétions
requesting that the agency withdraw approvals for several other nontherapesiot mselically
important antibiotics in livestock productiodBeePls.” 1st Supplemental Compl., Feb. 1, 2012
(Dkt. 53). That claim is pending.



54. Absent ame revelation altering the scientific landscapBA is required to issue new
notices of opportunity for a hearing.

The Court should likewise disregdffDA’s complairt that under any schedule, the
“‘commitment of resources to Withdrawal Proceedings vetatt from FDA'’s voluntary
compliance programGov't Br. 16. Thatcontentions irrelevant hereThe Courthas already
held that FDA'’s pursuit of “other ongoing regulatory strategies'does not relieve it of its
statutory obligation to complete Wwdrawal proceedings.” Order 52-5he sole legitimate
subject of this remedy briefing ise deadline for FDA compliance with the Coudtger.

B. This Court Has Authority to Impose a Schedule for Compliance

TheCourt has authority to imposecamplianceschedule for-DA’s withdrawal
proceedingsin this caseit is necessaryor the Court to do so.

District courts possess “broad equitable powers” to remedy violations oCtzvell v.
Norton 240 F.3d 1081, 1108 (D.C. Cir. 2001). As the D.C. Cifcag cocluded, ‘tourts are
presumed to possess the full range of remedial powegatas well as equitableunless
Congress has expressly restricted their exetdideHere, the Court exercised its authority under
the APA to compelan “agency action unlawfully withheld or unreasonably delayed.” Order 18,
21, 54(citing 5 U.S.C. 8§ 706(3) Courts granting relief under that provision, or issuing writs of
mandamus under analogous circumstaneggilarly set deadlindsr agenciego act They do
so regardless ofdw they characterizéhe required action, i.e., as unlawfullythheld or
unreasonably delaye8ee, e.g, In re Core Commns, Inc, 531 F.3d 88, 86162 (D.C. Cir.
2008)(setting a deadline for tHeederal Communications Commission (FG&€jespondo a
court orderenjoining itto explain the legal authority foulesit had issued)in re Am. River&
Idaho Rivers United372 F.3d 413, 420 (D.C. Cir. 2004) (ordering a response to plaintiffs’

petition within fortyfive days) In re Int'| Chem Workers Unon, 958 F.2d 1144, 1150 (D.C.
6



Cir. 1992)(setting a deadline for tf@ccupational Safety and Health Administrat{@BHA) to
complete a rulemakinglPuh Citizen Healh Research Gu. v. Brock 823 F.2d 626, 629 (D.C.
Cir. 1987)(setting a deadline for OSH# issue a final decision on a regulatidrarmworker
Justice Fund, Inc. v. Bro¢B11 F.2d 613, 63@.C. Cir.) (ordering the Secretary of Labor to
issue a field sanitation standard within thirty dayayated as mop817 F.2d 890 (D.C. Cir.
1987) Patomac Elec. Power Ca. Interstate Commerce Comm702 F.2d 1026, 1035 (D.C.
Cir. 1983) éetting a deadline fahe Commission taeach a final decision in an administrative
appead); Barnett v. Califanp580 F.2d 28, 32-33 (2d Cir. 1978) (upholding trstratt court’s
imposition of deadline®r the Social Security Administration tmnducthearing$; White v.
Mathews 559 F.2d 852, 855, 859-60 (2d Cir. 197dgme)Ass’'n of Am. R.R.s v. Costi62
F.2d 1310, 1321-22 (D.C. Cir. 197(0rdering theEnvironmental Protection Agency (EPA) to
issue final regulations settimgilroadnoise emission standards within one yeldgtural Res.
Def. Council, Inc. v. Train545 F.2d 320, 322, 324, 328 (2d Cir. 1976) (upholdidiptict court
order compellindePAto list lead as a pollutamtithin thirty day9, affg 411 F. Supp. 864
(S.D.N.Y.) Families for Freedom v. Napolitan628 F. Supp. 2d 535, 541 (S.D.N.Y. 2009)
(ordering the Department of Homeland Security to respond to a petition wittyndhys);Pub.
Citizen Health Research @rv. FDA 724 F.Supp. 1013, 1023 (D.D.C. 198@ktting a deadline
for FDA to issue a final tampon absorbency regulatiBn)y. Citizen v. Heckle602 F. Supp.
611, 614 (D.D.C. 1985) (ordering FDA to issue a proposed rule reflecting its decision on
plaintiff's citizen petition withinsixty days) see alsdutts v. Barnhart416 F.3d 101, 106 (2d
Cir. 2005)(directing an administrative law judga& remand, in light of past delays,complete
proceedings to determine petitioner’s eligibility for benefits within 12& dasovided petitioner

was prepared to go forward with his case)



The case&DA cites in arguing againstdeadline are inappositi® these casesgency
delay was either not at issue, or it was not sufficiesglyous to warrant the imposition of a
compliance schedul&eelnt’l Union, United Mine Workers of Am. v. Dep’t of Lab6b4 F.3d
150, 155 (D.C. Cir. 2009) (finding no need to impose a deadline on remand where the agency
had remedied delay by issuingudg); Natural Res. Def. Council. EPA 489 F.3d 1364, 1375
(D.C. Cir. 2007) declining to set a deadline on remand in a case where delay was not)at issue
Qwest Commc’nat’l v. FCC 398 F.3d 1222, 1238-39 (10th Cir. 2005) (finding no
unreasonable delayhere the complexity of the task at hand justified the pace of the agency’s
action); Baystate MedCtr. v. Leavitf 587 F. Supp. 2d 37, 41 (D.D.C. 2008g¢lining to set a
deadline on remand in a case where delay was not a}.issue

Here, in contrast-DA’s “prolonged inaction” criesut for a compliance schedule. Order
51 n.16.FDA’s mission is to protect the public heal8ee21 U.S.C. 8§ 393(b)(1(2) (setting
forth FDA’s mission to “protect the public health by ensuring that . . . human and veterinar
drugs are safe and effectivegince 1977the agencyas taken the position that penicillin and
tetracyclines in animal feed pose a threat to human h&addrder 23, 4547.For more than
three decades, the agency has failed taSsa.idat 3.During that time the scientific evidence
affirming thepublic healtithreathasgrown Id. FDA’s parent agency, the Department of Health
and Human Servicd$iHS), has concluded that “the useawitimicrobialsin food-producing
animals has adverse human amsences.FDA, Draft Guidance No. 209, at 12 (internal
guotation marks omitted:DA’s sisterdivision within HHS, the Centers for Disease Control
and PreventiofCDC), has cited the “compelling body of evidence” demonstrating the “adverse
human health atsequences” of antibiotic use in animalstter from Thomas R. Frieden,

Director, CDC, to the Honorable Frank Pallone, Jr., Chairman, Subcommittee on Healt@, Hous



Committee on Energy and Commerce (July 13, 2010), 1st Sorenson Decl. Ex. W (Dkt. 33-23).
And in 2010,FDA itself declared that using medically important antibiotics for livestock
production purposes “is not in the interest of protecting and promoting the public hEBI#&).”
Draft Guidance No. 209, at 18et the agency continues to resist witdal proceedings, as its
brief on a compliance schedulleistrates See infragp. 12-13.n these circumstances, as
demonstrated by the cases citédabve suprapp. 67, setting a deadline for agency actiot@h
routine and appropriate.

FDA alsorelies oncasesn which courts declined tionpose a more intrusive remedy
than a deadline for agency actiém Sierra Club v. Army Corps of Enginee?®1 F.2d 1011 (2d
Cir. 1983), the Second Circuit upheld the district court’s decision invalidating a caiostruc
permit and enjoining the agency from taking further action on the project withoutyeognpl
with the applicable environmental lawkhe appellate court reversed the portion of the district
court’s order appointing a special mastemn-extaordinaryremedy—but it found the agency’s
transgressions sufficiently serious to warrant the imposition of a rigorauslkeeping
requirementld. at 1048-49. The district court had appointedgpecial master with an eye
toward resolvingin a timely fashion” anyproblems arising in the remand proceedihdsat
1043.But the question of deadlinefor the agency to act was not at isduecause the plaintiffs
sought to prevent, not to compel, agency action. Thesra Clubis inapposite.

Similarly, Vermont Yankee Nuclear Power Corp. v. Natural Resources Defense Council,
Inc., 435 U.S. 519, 546 (1978), dealt with the question whether courts may require agencies to
employ “extra procedural devices” beyond those called for in the governing staidifederal
Power Commission v. Transcontinental Gas Pipe Line Cdi28 U.S. 326, 333 (1976), held

that a reviewing court, after finding that additional evidenceeeded to facilitate review



ordinarily maynot dictate the “methods, procedures, and time dimensidheagency’s efforts
to supplement the recoreither case precludélse imposition of a deadlirfer compliance
with a court order remedying unlawful agency action.

FDA points to no case holding that it is inappropriate, or even undsualcourt teset a
compliance schedul@hen compelling an agency to take an action that it has unlawfully
withheld or unreasonably delayed. The Court plainly has authority, and reason, to do so here.

C. FDA'’s Intransigence Demonstrates the Need for a Cow®rdered Schedue

A judicially imposed schedule essentiato ensure FDA’s prompt compliance with the
Court’s order. The agency argues that, prior to the order, it did not believeatseltinder a
legal duty to conduct withdrawal proceedings for penicdlnal tetracyclines in animal feed.
Gov't Br. 1, 5, 8. Now that the Court has ruled, the agency says there is “no reason to assume
that [FDA] will not proceed expeditiouslyld. at 8 (internal quotation marks omittedi). fact,
there areceompellingreasons to beliewhat FDAwill not act promptly without a enforceable
deadline.The agencyas acknowledgetthe threaposed by thesdrug uses for decaddsit it
hasconsistentlyneglected itstatutory mandate to protect the public he&DA’s “prolonged
inaction” on thiscritical issue,Order51 n.16the agency'sonduct in response this litigation,
and thecontent of its remedy briedll demonstratéhe agency’sleepseatedesistanceo
conducting withdrawal proceedings, pointing to the need fighé Cout-imposedcompliance
schedule.

FDA'’s concern about potential “threats to human and animal health” posed by the “long-
term use of antibiotics, including penicillin and tetracyclines, in fomtucing annals’ dates
to the “mid1960s.” Order 6ln the edly 1970s, the agency took several steps to adtiess
issue including convening a task force and requesting additional safety information fugm dr

manufacturerdd. at 6:10. Ultimately, in 1977 ,FDA concluded that subtherapeutic uses of
10



penicillin andtetracyclines in animal feed were not shown to befeafeuman healthand it
issued notices of opportunity fathearing on proposals to withdraw approval of these drug uses.
Id. at 1012.

“Although the notices were properly promulgated and over twenty drug sponsors
requested hearings on the matter, the FDA never held hearings or took anyafcirdreon the
proposed withdrawals.” Order 3. Since 1970, the use of antibiotics in U.S. livestock production
hasquadrupledSee suprg. 3 At the same timé'the scientific evidence of the risks to human
health from the widespread use of antibiotics in livestock has grown . . . .” Odar &ample,
in 1997,aWorld Health Organization expert committee regoecommended that the use of
antimicrobial druggor growth promotion in animals be terminated if these drugs are also
prescribed for use as aimifective agents in human medicine or if they are known to induce
crossresistance to antimicrobials used for human medical thér@pgler 16 (internal quotation
marks omitted)FDA'’s prolonged—and illegal—inaction in the face of a growing public health
crisisunderlines the need for amforceable deadliner the Courterdered withdrawal
proceedings

FDA's response to this litigation has been marked\u®son anddelay. After receiving
an initial extension of time tanswerplaintiffs’ complaint,seeEndorsed Letter, July 8, 2011
(Dkt. 12),FDA requeste@n additionatwo-month delay the day before its response to plaintiffs’
motion for summary judgment wasie. Government counsepresented that FDA needie
extension so that it coutdke “a significant administrative actidimat shouldnoot plaintiffs’. . .
claim.” SeelLetter from Amy A. Barcelo to Hon. Theodore H. Kadz2 (Nov. 7, 2011), Ex. A to
3d Decl. of Jennifer A. Sorenson (3d Sorenson Decl.), May 25, E@i®then withdrewthe

1977 notices of opportunity farhearing, “on the grounds that they were outda@djer 3 but
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it “did not rescind its findingsthat penicillin and tetracyclinea animal feed were not shown to
be safeld. at 50.Nonetheless, the agencgntendedhat it had mooted plaintiffs’ clainGGov’t
Summ. J. Reply Br. 9-10. This Couejected FDA’s maneuveringbservinghat if the notices
were outdated, it was only because FDA'’s “prolonged inaction” had made them st Drde
n.16.

Now, in its brief ona compliance schedylthe agency says it withdrew the notices “to
ensure that there was no confusion about its regulatory strategy going forféaawit.Br. 5.
There waso such confusion. Rather, the chronology of events compels the inference that FDA
withdrew the notices in a disingenuous, ldisth attempt to avoid adjudication of plaintiffs’
claim for relief. The agency’s game of “administrative kempay” warrants a deadline for
prompt action on remaném. Rivers372 F.3dat 420.

FDA's briefraisesadditionalreasongo doubt thatabsent a deadline, the agendil
comply expeditiously with the Court’s orddihe agency attempts to reargue the mesés
Gov't Br. 1, 3-5, 8, 12t3; resists the imposition ohg compliance schedulsee idat 6-10;
insists on prioritizing its voluntary prograisee idat 3-5, 16; complainthatwithdrawal
proceedingsvill divert resources from other agency work, including respotsieypothetical
emergenciesee idat 1517, proposes a relaxednreasonablschedule fothe mandated
withdrawal proceedingsee idat 6; anl nowhere acknowledges the urgency of addressing a
threat to public health that, in other context®, ageny itself has clearly and consistently
articulated 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).

FDA's stubborn insistence on pritzing its voluntary prograrbetrayshe agency’s

reluctance to accept the import of the Court’s order. Throughout this litigation,eheyagas
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contended that it has discretion to decide how best to address the public health threat posed b
the use of antibiotics in livestock producti@eeMem. in Supp. of the Government’s Mot. for
Summ. J. 1411, 16-18, Jan. 9, 2012 (Dkt. 41); Gov't Summ. J. Reply Br. 5,;&1d@ Tr. 14-

15, 29-31, 35-36, 42-48, Feb. 23, 2012, Ex. B to 3d Sorenson Decl. The Gagredd,
admonishing=DA that its pursuit of “other ongoing regulatory strategies’ . . . does not relieve it
of its statutory obligation to complete withdrawal proceedings.” Order 5Péshite that
admonition, the agengyrotestghatthe mandateavithdrawal proceedings might delay
implementation of its¥oluntary program, which “may lessen drug sponsors’ willingness to
engage in the voluntary withdrawal processdv’t Br. 16. The conflict that FDA perceives
between the remedy ordered by the Court aadatiency’s preferred, extrastatutory program
provides a disincentive for prompt conguicewith the Court’s order.

Duringthis litigation FDA hasrecognizedhat antibiotic resistance ta mounting public
health problem of global significanteand that[p]reserving the effectiveness of current
antimicrobials. . . [is] vital to protecting human . health against infectious microbial
pathogens . ...” Gov't Resp. to PIs.’ Statement of Facts 11 6-7, Jan. 9, 2012 (Dkt. 45). The
agency has founsbecificallythat penicillin and tetracyclines in animal feed are not shown to be
safe for humamealth.Order 1012. Nowhere in its brief, however, does the agency acknowledge
the imperativado complyspeedilywith the Court’s order to address this public health thiide.
depth and immediacy of that threat, coupled with the agency’s demonstrated awersion t
completingthe Courterdered withdrawal proceedings the statute requires, underscore the need

for aCourt-imposecomplianceschedule.
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Il. FDA'’s Proposed Schedulés Leisurely
A. Eleven to SeventeeMonths to IssueUpdated Noticesls Excessive

For its timing projections, FDA relies on the declaration of Dr. William T. Flyam
official at FDA’s Center for Veterinary Medicine (CVMD)r. Flynnasserts that issuingew
notices of opportunity for a hearing will require five stdge estimates the number of
employees and thtetal amount of time that will beeededo complete each step. These
estimates are vague because they do not specify how much time or effatgdapee will
devoteto each oftheidentifiedtasks. The estimates are also excessgregn the amount of time
FDA alreadyhas spent studying the drugs at issue.

1. Time to SearchCVM'’s Files

The firststep Dr. Flynn identifies is a searehCVM'’s “official files for relevant
information.” Decl. of William T. Flynn (Flynn Declf) 11, May 15, 2012 (Dkt. 86Dr. Flynn
estimates that it will take a team of “10 to 14 Agency employeeapproximately 60 days” to
complete this filesearchld. He doesot specify how much time each employee will commit to
this task, except to say that the time commitment will be “substarital.”

The vagueness of Dr. Flynn’s estimate allows for tremendous variation: igsiem
employees spenwvo hoursperday on this task, and assuming therefairty-threeworkdays in
sixty calendar days, then the estimate is 860 hours (10 times 2 times 43), or 86 hours per
employee The same teemployees workingull-time could finish the file search in just overo
weeks, assuing aforty-hour workweek. On the other handsamingfourteenemployeesvork
full-time on this tasKor the entiresixty-day period then the estimate 802 workdays (14imes
43 workdays).To put this in perspective, assuming 240 workdays per ye@ould take a single
employeeworking fulltime 2.5years to complete this search of CVM's own fil€kat estimate
is not credible.
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FDA'’s generous estimate for the time required to search its own fdespscious in
light of the time the agency say$ias invested in researching the drug uses in question. In 2008,
an FDA official reported to a Senate committee that the agency had made salystagtess in
evaluating the safety of approved uses of penicillin and tetracyclines in deadaAnsweing a
guestionabout a $3 million line item in CVM’s budget for studying the resistance implications
of already approved antibioticAdmiral Linda Tollefson, Assistant Commissioner for Science at
FDA, and former Deputy Director of CVM, testified thheagency had been looking at
currently approved penicillin and tetracycline products “in great detail,”nihiduded
reviewing “the files. . . for each of those product&imergence of the Superbug: Antimicrobial
Resistance in the United States, Hearing before the S. Comm. on Health, Education, Labor, and
PensiongSenate Hearing), S. Hrg. No. 110-989, at 21 (2008), 3d Sorenson Decl. Ex. C.
Following the hearing, in responsethe Senatorgjuestions for the recor8DA stated that, for
penicillin-containng products, the agency hagtrewedall information contained in the
administrative fileslooking specifically for microbial food safety information that can be used to
assess any potential human health risks.at 74(emphasis added). The agencyaeed that a
“similar review process is being applied to other ‘older approved antimicrptoducts (e.g.,
tetracyclines).ld. This testimony suggests that FDA lekeady devoted significant time and
resources tgearching its files for informatiomat would be relevant to withdrawal proceedings
for penicillin and tetracyclines in animal feed.

Considering the work FDA has already done, it should take the agency no longer than
two weeks to search its oviites for relevant informationparticularly f ten to fourteen

employees are spending substantial amounts of time on this task
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2. Time to Search Publicly Available Literature

Second, Dr. Flynn states that “CVM would need to conduct an in-depth search for
publicly available literature and other imfioation €.g.,scientific reports) on the scientific topics
that would be addressed at the hearings.” Flynn Decl. § 12. He estimates ilh&kewix to
tenagency employeesinetydays to “complete the necessary literature seargh.”

Again, the delaration is vague because it does not specify how much time each
employee willspend on the search. Assumsigemployees spert@vo hours a day, and
assuming there amexty-five workdays in ninety calendar days, then the estimate is 780 hours (6
times 2times 65), or 130 hours per employee. The ssimmemployees working fultime could
finish the literature search in just otareeweeks, assumingfarty-hour workweekOn the
other hand, assumirignemployeesvork full-time on this task for the ninety-day period, then
the estimate i650 workdays (10 times 65 workdays). Assuming 240 workdays per year, it
would take a single employeerking full-time 2.7 years to search the publicly available
literature.Once againthis estimate is not credible.

Dr. Lance Price, a microbiologist who studies the public health impact of antibsetic
food animal productioand is familiar with the body of scientific literature on the tppas
provided arestimateof the amount of time he would expect to spendurh a literature search.
Decl. of Lance Price, Ph.D. (Price Decl.) 11 1, 4, 6, May 23, 2012. For purposes of theegstima
he assumes he would search the literdnaora 1977 to the present, without having done any
previous searches or analysies f 6.Dr. Priceprojects thatf he were to spend 20 percent of his
time guidingtwo graduatdevel research assistantsconducting the search, it would take thirty
days to completdd. Dr. Price’s estimate suggests tha€WM were to devote even four
employees and 20 perceat asupervisoss timeto the literature search, the agency should be

able to finish the search in two weeks.
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The agency has the benefit of its previous literature searches on thigtspiast
month, FDA published its Guidance for Industry No. 28&itledThe Judicious Use of
Medically Important Antimicrobial Drugs in Food-Producing AniméafsPart 111, “Key Reports
and PeeReviewed Scientific Literature on the Issue,” FDA summarizes the “fiscing
recommendations” frormome of the “notable reports” by “recognized international,
governmental, and professional organizations” that have studied “the use of antahitnogs
in food-producing animalsFDA, Guidance No. 209, at 5. The agency also presents summaries
of “some ofthe more recent scientific research related to the use of antimicrobial dargsad
agriculture and the impact of such use on antimicrobial resistddc&DA acknowledges that
the review of the literature presented in Guidance No. 209 is not exhaldstiethe
conclusion of the review, however, the agency states that “the public health cassatiated
with the use of medically important antimicrobial drugs in fpodducing animals have been the
subject of scientific interest for the pastydars’ and “FDA has considereall available
information” Id. at 17(emphasis added).

Additionally, Admiral Tollefson testified before the Senate committee in 2008 #nat th
agency hadundertaken an extensive literature search to look to see if tlaenersew
information on either the penicillins or the tetracyclin€&enate Hearing 21. In its follow-up
responses to thommittee FDA confirmed that the agency hagkarched and reviewed
scientific literature for microbial food safety information for penicttiontaining products and
that it wasapplying a “similar review process” to tetracyclinks at 74.

In light of these facts, it should take FDA no longer than two weeks to update its

literature search
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3. Time to Review the Evidenceand Frame Arguments

Third, Dr. Flynn estimates that it will talkeeght months to “review,” “analyz[e],” and
“evaluat[e]” the documents collected and “identify whether the available saetdifa supports
the withdrawal” of the penicillin and tetracycline produat issueFlynn Decl. § 13. Dr. Flynn
describes two stages work: (1) six months fosix to tenagency employeet® review the
available evidence and (2) additionalsixty daysfor eight to twelve gency employee4o
identify whether the . .datasupports . . withdrawal. . ., and to frame the legal and scientific
arguments that may be included the reissued noticekl. Once again, Dr. Flynn does not
specify the amount of timeach employee will devote to these taskBEDA has its way, tts
eightmonth step in the process would consume nearly half afethenteemonths the agency
claims is required to update the notices.

For the first stageDr. Flynn’ssix-month estimate is excessjwmnsideringhe time and
resources FDA has alreadgwbted to reviewing the evidence. By FDA’s own account, the
agency has been actively involved in the area of antimicrobial resistance for oveas) gnd
“since at least 2003, the issue of the overuse of antimicrobial drugs in food producinig anima
has been a particular focus of the work dong®yM].” Gov’'t Summ. J. Br. on Supplemental
Compl. 2.Last month, in it$Guidance No. 20F; DA reported that the agency “hesnsidered
all available informatiorand believeshat theweight of scientific evidee supports the
recommendations outlined in this guidance docurh&mRA, Guidance No. 209, at 17 (emphasis
added). One of FDA’s recommendations is that “medically important antinmtidrugs”

should not be used in food-producing animals for “production purposes,” “[i]n light of the risk
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that antimicrobial resistance poses to public health.4t 212 Similarly, in 2010FDA
pronouncedhat ‘theoverall weight of evidence available to datgports the conclusion that
using medically important antimidogal drugs for [livestock] production purposes is not in the
interest of protectingral promoting the public healthPDA, Draft Guidance No. 209, at 13
(emphasis added).

Moreover, FDA has recently conducted updated risk assessments for severalll ifafot
the drug products at issue. In 2003, CVM reported that it had “completed microbiologidal f
safety reviews for five out of seven approved penicillin and penicillin combination psodad
the first of several tetracycline produtt€VM, Annual Report, Fiscal Year 2008t 20, 3d
Sorenson Decl. Ex. D. By 2004, the agency had “completed microbiological food safetys
of the last of seven approved penicillin and penicillin combination prodactd “[r]eview of
several approved tetracyclineoguctsjwas] underway."CVM, Annual Report, Fiscal Year
2004 at 30, 3d Sorenson Decl. Ex. Hhe same year, FDA sent letters to several manufacturers
of approved animal feed products containing penicillin and tetracyclines, repibrdit the
agency hadanducted a qualitative risk assessment and concluded that the products fell into a
“high” risk category. Gov’t Resp. to Pls.” Statement of Facts { 65.

Given the amount of attention the agency stlgas already devoted to this isstlee
assertion tha€VM now needs six months to review the available evidence is not creHhilntey.
daysshould be sufficient.

Dr. Flynn begins from a faulty premisdien he saythe agency needs another sixty days

to “identify whether the available scientific data support.withdrawal” Flynn Decl. § 13.

2 FDA considers penicillimnd tetracyclines to be medically important. Gov't Resp. to PIs.’
Statement of Facts  22.
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Based on the recotukfore if this Courthas already ordered FD#o initiate withdrawal
proceedings” by “rassying] a notice of the proposedthdrawals.”Order 54.The agency
found in 1977 that subtherapeutic si& penicillin and tetracyclines in animal feed “had not
been proven to be saf@®rder 2 and there is “no evidence that the FDA has [since] changed its
position that such uses are not shown to be sifeat 3. The agency’s findingstfiggefed]
mandatory withdrawal proceedingsd. at 4647. The agency reinforced its findings lasbnth
in FDA’s GuidanceNo. 209, the premise of which is that these drug uses are not safe or shown
to be safe for human heal®ee supragp. 18-19Barring some revelatiothat changes the
scientific landscapeDA is required to issue new notices of opportunity for a hearing.

It should not take more thanweekto validate the positioRDA has held fomore than
thirty yearsseeOrder 2, and to frame the legal and safenarguments for the reissued notices.

4, Time to Draft, Review, Edit, and Publish the Updated\otices

Fourth, Dr. Flynn estimates that it will taten to fourteemployees approximately
sixty days to draft thepdatednotices, and, fifth, he estimates an additi@mely days for senior
agency management to “review and clear” the notices, and for the notices “ttebleaadi
published in the Federal Register.” Flynn Decl. 1 14-15. Once again, given theR¥odais
it has already donsge suprap. 18-19, 120 days to update and finalize the notices is too long.
The agency is well versed in the issumg] it will already haveompleted a thorougnalysisof
the recent scientific literaturét.should not take more thaixty daysto draft review,and

publish the updatedotices.

It need not, and should not, taéddevenmonths—much less sevente@months—to
reissue the notices, for the reasons descabese.Dr. Flynnsuggestshat his total time

estimatecould be shortened if the agency “is able to conduct certain of tiasks.
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simultaneously,” but henakes nattempt to findor incorporatesuch economies in the timeline
he has proposed. Flynn Decl. T 16. Plaintiffs see no reason why the agency caeramfue,
begin to review immaiately the scientific evidenagehas on hand. Simultaneous execution of
tasks could shorten considerably the time required to reissue the notices.

The vagueness of Dr. Flynn’s declaration is further evidentee@igency sresistanceo
complyexpeditously with the Court’s ordeA judicially imposed deadline isssentiato ensure
compliancePlaintiffs propose the following schedule for reissuing the notices:

e 2 weeks to search CVM'’s files
e 2 weeks to update the agency’s literature search
e 30daysto review the available evidence;

e 1 weekto validate FDA'’s position and to frame the legal and scientific arguments
for the reissued notices;

e 60 days to draft, review, and publish the updated notices.

Under this schedule, the agency would reissue the notices within 125 days.

B. This Court Should Direct FDA to Conduct Any Required Hearing
with All Reasonable Speed

This Court can and should direct FDA to conduct any required hearing expedit{gusly.
hearing will occur only if drug sponsors request and FDA grants the requegil C.F.R.
§ 514.200(c).Dr. Flynn describes twmainstagesn the hearing procesgt) issuing a notice of
hearing(following a review of any requests for a hearing received in response tgheed
notices of opportunitydr a hearinjand (2) conducting the hearing. Esgtimates that the first
stage will takeeightmonths, and the secorfdrty-one months. Flynn Decl. Y 21, Z5ov't Br.
14.Both estimates are bloated

After FDA issues a notice of opportunity for a hearing on a proposal to withdraw
approval of an animal drug product, drug sponsors tiaktg days to request a hearirf@pe21

C.F.R. § 514.20@). Dr. Flynnprojectsthat it would take nine to thirteeagency employees
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ninety days to review any requests &nearingjt would take four gency employees an

additional sixty days “to develop a recommendation . . . on whether to grant a heamohgf;a
hearing were granted, it would takety more days to publish a notice of hearing in the Federal
Register Flynn Decl. 1 18-21. Again, Dr. Flynn does not speledw much time each
employeewvould spend on these taskéor doesheexplainwhy it wouldtake the agency seven
months to review any requests for a hearing (which themselves haxddoeen prepared i
underthirty days) determine whether a hearing was warranted, and publish a notice of hearing.
Given the agency’s long familiarity with the issues and its obligation to act gyoimgomply

with the Court’s order, it should not take longer teasty daysfor FDA to review any requests

for a hearing and issue a notice of hearing.

Contrary to FDA’sassertion thatit is not advisable for this Court to cabin the ALJ’s
scheduling discretion in advanté&ov’t Br. 10, the Court can and should direct the
Administrative Law Judge (ALJ) tconduct any required hearing with all reasonable speed, and
to issue an initial decisidoy a reasonable deadlinB remedy agency inaction and delay, the
Second Circuit has repeatedly imposed or uptie&tilinedor an ALJto completean
administrative hearingseeButts 416 F.3cat 106 (setting a deadline of 120 days fordd to
completeproceedingso determine petitioner’s eligibility for benefji8arnett 580 F.2d at 32-

33 (upholding the district court’s imposition of deadlines for the Social Security Astnaiton
to concludehearings) Whitg 559 F.2cdat 855, 859-6(same)

Here, there is good reason for the Court to set a schedule for the Adhpleteany
hearingpromptly. The Court has ordered FDA to conduct withdrawal proceedings, including any
required hearing, to remedy the agency’s “prolonged” and unlawful inaction. &iraet 6, 54.

The reason for the proceedings is to address a serious public healtthtirE&A has
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acknowledged, but failed to confront, for more than three dec@desagency has indicated its
reluctance to complwith the Court’s orderparticularly in light of the conflict it perceives
between the mandated withdrawal proceedings and its preferred voluntary program
Additionally, history suggests thdDA, as a partyo anyhearing will seek an extended
schedule. During the withdrawal proceedings for another animal drug, fluorcojusalsed in
poultry, the ALJ chidedhe parties foproposing a hearing schedule in April 2@83atprovided

“for an unduly prolonged process that would extend this proceeding well into the yearl2004.”
re: Enrofloxacin for PoultryScheduling Order) 1, FDA Dkt. No. OON-1571 (Apr. 10, 2002), 3d
Sorenson Decl. Ex. Bee alsd=DA, Update: FDA’s Proposed Withdrawal of Approval of
Poultry Fluoroquinoloneq, http://www.fda.gov/AnimalVeterinary/SafetyHealth/
RecallsWithdrawals/ucm042012.htm, 3d Sorenson Decl. Ex. G (noting that the parties were
required to proposesthedule)The ALJ ordered a revised sxtule under which the oral

portion of the hearing would conclude by early May 2003. Scheduling Order 2.

FDA's regulations give the ALJ “all powers necessary to conduct a xpiedgious, and
orderly hearing.” 21 C.F.R. 8 12.70this Court directed the ALJ to issue an initial decidign
a reasonable deadlintbe ALJwould have authority to expedite the hearing, if necessary, to
comply with the Court’s schedule. Plaintiffs propose that the Clnartt the ALJ to isse an
initial decision within twele monthf the publication of the notice of hearing.

Following an initial decision by the ALparties havaixty days to appeal to the
Commissioneof Food and Drugby filing exceptions, andixty days to reply to exceptions filed
by other partiesSee21 C.F.R. § 12.125(a), (chhe Commissioner “may invite the participants
to file briefs or present oral argument on the matter.8 12.125(f). FDA'’s regulations direct

the Commissioner to issue a final decision “[a]s soon as possible aftemeffibriefs and any
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oral argument.ld. 8 12.130(c). Plaintiffs propogkat theCourt order th&€€ommissioneto
resolve any appealithin sixty daysof the expiration of time fareplying toexceptions.
In summary, plaintiffs propose the following scheduolethe hearing process

e 30 days for drug sponsors to request a hearing, following the issuaestsef
notices of opportunity for a hearing;

e 60 days for FDA to determine whether a hearing is warranted and issue a notice
of hearing

e 12 months for the ALJ to conduct the hearing and issue an initial decision;
¢ 60 days fothepatrties to file exceptions
e 60 days fothe parties to reply to exceptions; and

e 60 days for the Commissioner to resolve any appeal.

Under this schedule, the Commissioner would isdirahdecision withintwenty-one
months of the publication of the revised notices of opportunity for a he&llogiing 125 days
for FDA to issue the revised notices, the agency would complete the withdrawal pngseedi
including any administrative appeal, in just over two years.

1. This Court Should Not Countenance FDA's Scare Tactics

FDA indulges in scare tactics, raising the specteftbé‘deaths of dogs and cdtd’the
schedule imposed by the Court is not “flexible enough that CVM can respondlio fpeddth
and animal health crises as they may dtiggov’t Br. 16 (quoting Flynn Decl. { 29). But the
agency provides no specifics about its ability to respond to crises while attendsgtteer
obligations.CVM'’s Office of New Animal Drug Evaluadbns(ONADE) employs 216 people,
and its Office of Researd®R), 85.SeeHHS, Employee Directoryhttp://directory.psc.gov/
employee.htnf{search for employees in CVM/ONADE3d Sorenson Decl. Ex. HHS,
Employee Directoryhttp://directory.psc.gov/emplogehtm(search for employees in CVM/OR)
3d Sorenson Decl. Ex.An agency can always argue that complying with a court order will

require it to expend resources that it would otherwise spend differently. But tsaiatoe
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diminish the agency’s obligatido remedyits violation of the law when a court orders it to do
so. ‘{T]hough the agency’s decision of how to allocate its resources is entitled to deferenc
Re Bart 930 F.2d at 76, such deference yields when the statutory violation (here an
excruciatingly long delay) is egregious and ceases to be reasor&iddz, Inc. v. Leavj#27
F. Supp. 2d 29, 4(D.D.C. 2006)(citing In re Barr Labs., InG.930 F.2d 72, 76 (D.C. Cir.
1991)).

FDA's violationof law is egregioust-or more than three decadds agency defiethe
Food and Drug Act-and its mission to protect the publidy failing to act on its own findings
that penicillin and tetracyclines in animal feed have not been shown to be safe éor inegith.
During this long period of agency neglect, the use of antibiotics in livestock piaduct
proliferated, as did thecientific evidencef the threat to public healtA judicially imposed
schedule will ensure that FDA acts promptly, at long last, to right this wrong.

CONCLUSION

For the foregoingeasons, plaintiffs respectfully request that this Court impose the
following schedule for FDA to comply with the Court’s March 22, 2018e® (1)CVM must
issue revised notices of opportunity for a hearing within 125 days of the Court’s sagedul
order, (2) CVM must issue any notice of hearing within 60 days of the deadline for requasting
hearing; (3Xhe ALJ must issue an initial decision witli@ months of the publication of the
notice of hearingand(4) the Commissioner must resolve any appeal within 60 afay®e
expiration of the period prescribed by regulationrégplying toexceptiongo theALJ’s decision.

I
I

I
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