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UNITED STATES DISTRICT COURT

NORTHERN DISTRICT OF CALIFORNIA

CENTER FOR FOOD SAFETY, et al,

Plaintiffs,
and

HUMANE SOCIETY OF THE UNITED STATES,
et al,

Plaintiffs,
V.

MARGARET A. HAMBURG, Commissioner,
United States Foochd Drug Administration
etal,

Defendants,
and

ELANCO ANIMAL HEALTH ,

Intervenor-Defendant.

Plaintiffs Center for Food Safetgt al, (collectively, “plaintiffs”) bring these cases agains

Consolidated Case Nos. 14-cv-04932-YGR
and 14-cv-04933-YGR

ORDER ON INTERVENOR-DEFENDANT’S
MOTION TO DismISS; ORDER TO SHOW
CAUSE RE: STAY PENDING EXHAUSTION

Re: Dkt. No. 58

defendants United States FoodldDrug Administration (“FDA”) and Margaret Hamburg, in her

official capacity as the Commissioner of the F[Allectively, “defendantg; alleging violations

of the National Environmental Protection ACNEPA”) and the Administrative Procedure Act

(“APA"). Plaintiffs seek declaratory and umctive relief directing the FDA to comply with

NEPA and its implementing regulations with respto approval of ractopamine hydrochloride

(“ractopamine”) and ractopamine combinateammal drugs from 2008 to 2014. On March 5,
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2015, the Court consolidated the twoesafor all purposes. (Dkt. No. 32 )ntervenor-defendant
Elanco Animal Health (“Elanco”) moved to intervene in both cases, and on April 1, 2015, the
Court granted Elanco’s motion. (Dkt. No. 45.)

Pending before the Courtdefendant-intervenor Elanc’motion to dismiss the
complaints for plaintiffs’ failure to exhaustmcistrative remedies. (Dkt. No. 58, “Mtn.”)
Having carefully considered the papers subnitéed! the pleadings inithaction, oral argument
on September 8, 2015, and for the reasahgorth below, the Court here®rANTS Elanco’s
motion to dismiss the complaints.

l. BACKGROUND

The FDA first approved the use of ractopamimé&999 for pigs and later approved it for
cattle and turkeys. (Dkt. No. 1, “CFS Compl[,36; Dkt. No. 1, 14-cv-4933, “HSUS Compl.,” 1
34.) Ractopamine has a number of metabdleces on animals, including a shift in dietary
energy balance “toward skeletal sale growth as opposed to teposition.” (CFS Compl. T 31;
HSUS Compl. § 27.) Elanco manufactures raamope, and markets the drug as a “feed additivs
to induce faster growth and leammeat in pigs, cattle, and turkeys.” (CFS Compl. § 35; HSUS
Compl. 1 27.) Ractopamine is also usedambination with other pharmaceuticals, including
tylosin, monensin, and melengestrol. (CFS Cloffp 68-99; HSUS Gupl. 1 73-103.)

Plaintiffs are public interesirganizations whose missions include protecting human heeé
and the environment by, for example, “challeggharmful food production technologies and

promoting sustainable alternatives.” (CFS Corapl] 11.) Additionally, the missions of certain

! Except where explicitly statestherwise, and pursuanttiee Court’s order consolidating
the cases, all references to the docket atleetonain docket, Case No. 14-cv-4932-YGR.

2 Defendants originally did not join in Elea’s motion to dismiss. At the hearing on
September 8, 2015, counsel for defendants represeatethely believed that some, but not all, o
plaintiffs’ claims were subject to sinissal for failure to exhaustSé€eDkt. No. 76 at 9-10.)
Defendants later changed their position, now agjtihat Elanco’s motion should be granted and
plaintiffs’ claims dismissed entirely.

% Following the September 8, 2015 hearing, théigmsubmitted a series of supplemental
briefs in support of their arguents on application of the adnstriative exhaustion requirement.
(SeeDkt. Nos. 73-75, 80, 84, 87.)

A\1”4

lth




United States District Court
Northern District of Califorra

© 00 N oo o b~ w N P

N N N N DN DN DN NN R R R R R R R R R
0o ~N o 00~ W N PP O © 00w ~N o o M W N B O

plaintiffs focus on animal protection and animalltreasks (HSUS Compl. at {1 8, 17), as well g
the interests of farmworkeiin the United Statesd( at  11). Plaintiffring this consolidated
action to challenge the FDA'’s approval of anirdalg applications for animal drugs containing
ractopamine. (CFS Compl. 1 1; HSUS Compl. 9pkcifically, plaintiffs allege that that FDA
did not comply with the requirements of NEPWith respect to its coigeration of impact on the
environment when it approved the ractopamine-aiamtg animal drug applications beginning in
2008 (the “FDA approvals”). (CFS @wl. § 120; HSUS Compl. § 119). Plaintiffs allege that, &
a result of FDA’s inadequate NEPA review, the FDA approvals were “aspbérad capricious, an
abuse of discretion, and otherwise not in acaoce with NEPA...and must be set aside.” (CFS
Compl. 1 138, 149; HSUS Compl. § 131, 135.) Pilgniherefore requesprimarily, that the
Court: (i) declare that the FDA approvals vielhiNEPA and its implementing regulations; and
(i) vacate and remand the FDA approvals to FD8egCFS Compl.; HSUS Compl.) Moreover,
the CFS complaint requests that the Courtasspreliminary and permanent injunction “barring
the use of ractopamine-based animal drugs EB®A complies with NEPA.” (CFS Compl.,
Prayer for Relief, 1 3.)

Due to statutory and regulayorequirements that appéitions to FDA for new drugs
remain confidentialsee21 U.S.C. § 331(j); 21 CFR 88 514,1514.12, plaintiffs only became
aware of the approvals, and FDA'’s associaecision-making, when they were final and
published in the Federal Regist (CFS Compl. 1 118, 121; HSUS Compl. § 117, 122.) Thus,
plaintiffs were not able to participate in thevadistrative process prior to the FDA approvals at
issue. [d.) Central to defendant-intemver’'s motion to dismiss, plaiffits do not allege that they
pursued any administrative remedies with tB\Felating to their NEPA grievances following
the FDA approvals. As discussed more fully kelplaintiffs actuallyconcede the same but

contend that either they were metjuired to do so, or in théernative, thathe Court should

* The CFS complaint also generally allsdglat the FDA's appwvals were “without
observance of procedures required by the AP’ fails to state the manner in which these
violations occurred. (CFS Compl. 11 138, 14Bhe APA is the statutory mechanism by which
plaintiffs seek this Court’s review of the FDAastion, and plaintiffs do naeparately assert in
any sufficient detail that the FDA violatedetAPA when it approved the drugs at issue.
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waive the exhaustion requirentemder these circumstances.
. DiscussIoN
A. Statutory Framework

Congress enacted NEPA in 1969 to proteeteghvironment by requiring federal agencies
to follow certain procedural steps before taking action affecting the emanment. On its own,
NEPA “does not provide a private causeofion for violation of its provisions.Salmon River
Concerned Citizens v. Roberts@2 F.3d 1346, 1353 n. 13 (9th Cir. 1994). Thus, plaintiffs
correctly proceed under the APA, which does proadause of action to parties seeking judicial
review of agency NEPA decisiamnsubject to several limitationSee id 5 U.S.C. § 702.

Relevant here is the APA’s requirement ttp&aintiffs exhaust available administrative
remedies before bringing thegjrievances in federal courtftlaho Sporting Congress, Inc. v.
Rittenhouseg305 F.3d 957, 965 (9th Cir. 2002) (citing 5 U.S.C. § 704). “The purpose of the
exhaustion doctrine is to allowdladministrative agency in questito exercise its expertise over
the subject matter and to permiéthgency an opportunity to cocteany mistakes that may have
occurred during the proceeding, thus avoiding ursssny or premature judicial intervention into
the administrative processBuckingham v. Secretary of U.S. Dept. of Ag03 F.3d 1073, 1080
(9th Cir. 2010) (quotinggnited Farm Workers v. Ariz. Aig. Employment Relations Bd&69 F.2d
1249, 1253 (9th Cir. 1982)). The APA requirement that plaintiffs exhaust administrative remg
“applies to claims under NEPA.Great Basin Mine Watch v. Hankim&s6 F.3d 955, 965 (9th
Cir. 2006);See Save Strawberry Canyon v. U.S. Dept. of En88§yF.Supp.2d 737, 745
(N.D.Cal. 2011) (“[a] NEPA plaintiff must exbigt administrative remedies before seeking
judicial review of the awhinistrative process”).

The APA does not mandate a particulaygass by which a plaintiff must exhaust
administrative remedies beforeeking judicial review in federaourt. Rather, the exhaustion
doctrine exists under the APA only “to the extent thet required by statute or agency rule as a
prerequisite toydicial review.” Darby v. Cisnerp509 U.S. 137, 153 (1993). Although the FDA
approval process is relatively closed to the ulthe FDA has created a regulatory mechanism

which interested persons may challenge them@gssioner’s activities wer the Food, Drug, and
4
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Cosmetic Act (“FDCA”). See21 CFR 88 10.1(a), 10.25(a), 10.45(Namely, 21 CFR section
10.25(a) provides, in pertinent part: “[a]n ir@sted person may petiti the Commissioner to
issue, amend or revoke a regulatayrorder, or to take or refrafrom taking any other form of

administrative action....in the fim of a citizen petition.”"See Aventis Pharma S.A. v. Amphastar

Pharms., Ing.2009 WL 8727693, at *2 (C.D.Cal. Feb. 17, 2009) (“Any person may try to affe¢

FDA action...The FDA encourages this, maintaghan open invitation to the public to file a
‘citizen petition.”). Not only dahe FDA regulations allow an interested person to file a citizen
petition, but they also mandate tlaaty “request that the Commisseer take or refrain from taking
any form of administrative action must first be gubject of a final admistrative decision based
on a petition submitted under § 10.25(a)...before any egeon is filed in a court complaining of
the action or failure to act.” 21 CFR 10.45(b).

The FDA regulations, thereforergquirethat a request” be made the Commissioner
before filing a complaint in court complaining of an administrative action or failure tAastn
of Am. Physicians & Surgeons, Inc. v. E[39 F.Supp.2d 4, 21 (D.D.C. 2008) (emphasis in
original). Failure to comply with this exhaustionguerement warrants dismissal of a grievance
filed in federal court in the first instanc&ee id.affirmed by358 F.App’x 179, 180-81 (D.C. Cir.
2009) (appellants failed to exhaust their admiatste remedies where they “filed no such citizer
petition with the FDA”);Dietary Supplement Coallin, Inc. v. Sullivan796 F.Supp. 441, 446
(D.Or. 1991) (dismissing complaint, in part, because plaintiff failed to exhaust administrative
remedies by filing a citize petition with the FDA)JMS Ltd. v. Califanp453 F.Supp. 157, 160
(C.D.Cal. 1977) (noting that plaiffs could have, but chose nat, ffile a citizen petition as an
avenue to exhaust administrative remedidh thie FDA). The citizen petition requirement
applies to all “administrative proceedingsdeactivities conducted by the [FDA] under the
[FDCA] ... and other laws that hCommissioner of Food and Druggministers’ 21 CFR 8
10.1 (emphasis supplied).

B. Analysis
Plaintiffs do not contest that the above-cited FDA reguiatgenerally require an

interested person to file a citizen petition befllieg a complaint in federal court compelling the
5
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FDA Commissioner to take adminiative action. Instead, plaiffs present three arguments why
failure to exhaust does not defeat their clain@nely: (1) the FDA’s exhaustion requirement
found in 21 CFR section 10.45(b) does not apyalse because plaintiffs bring claims under
NEPA, not the FDCA; (2) should the Court find the exhaustion requirement applicable here,
plaintiffs implore the Court tanvoke certain statutory and judidiacreated exceptions to excuse
or waive their failure to exhaust; and (3) redesd, defendants waivedeihright to raise the
exhaustion argument and Elanco does not harelstg to pursue it in dir stead. The Court
addresses these arguments in turn.

1. The FDA Exhaustion Requirement Appies To Plaintiffs’ Grievances

Plaintiffs first contend that because NERAd the FDCA are “two entirely distinct
statutory mechanisms,” the FDA’s exhaustion regagnt is inapplicable to their claims. (Dkt.
No. 60, “Oppo.,” at 3:6.) In suppast this argument, plaintiffs state that the remedies they see
under NEPA and the APA aréuthdamentally differeithan the relief that FDA'’s citizen petition
process could provide them. (Oppb4:9-10) (emphasis in originalEven a cursory review of
the complaints shows otherwise.

A NEPA review “cannot be entirely divorcémm some underlying substantive federal
decision,” in this case, to issue the FDA approv&lsrtland Audubon Soc. v. Lujua8d4 F.2d
1233, 1239 (9th Cir. 1989) (although NEPA claim wasphrased as a direct challenge to the
underlying federal action, the NEPA claim was rtbhe&ess barred by statutory prohibition againg
challenges to the underlying federal action). Plséssentially argue that NEPA challenges ar
somehow specially exempt from the APA’s@t command requiring administrative exhaustion
because, in their view, only “[tlhe [Counsel Bnvironmental Quality (“CEQ”)] administers
NEPA.” (Oppo. at 6:17.)Cf. Darby, 509 U.S. at 147 (the APA “explicitly requires exhaustion o
all intra-agency appeals mandated either by statuby agency rule ...”). However, NEPA does
not contain its owmight of action.

A “NEPA plaintiff must exhausadministrative remedies befoseeking judicial review of
the administrative processSave Strawberry Canyp830 F.Supp.2d at 745ee Great Basin

Mine Watch 456 F.3d at 965. Intra-agency administ@txhaustion of NEPA grievances is
6
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indisputably required regardlesswahether a plaintiff's claims re@to actions taken by the FDA
or any other federal agenc$ee Great Basin Mine Watctb6 F.3d at 965 (evaluating exhaustio
of administrative remedies through agencyesipeprocedure in connection with a NEPA
challenge against the U.S. jpa@tment of the InteriorPacific Coast Federation of Fishermen’s
Associations v. U.S. Dept. of the Intefi®®6 F.Supp.2d 887 (E.D.Cal. 2014) (samejyAlliance
v. U.S. Bureau of Reclamatio2014 WL 3401390 (E.D.Cal. July 11,120 (same, with respect to
the U.S. Bureau of Reclamatioi@trawberry Canyon830 F.Supp.2d at 745ame, with respect
to the U.S. Department of Energy¥innemem Wintu Tribe W.S. Dept. of Interiqr725
F.Supp.2d 1119, 1139 (E.D.Cal. 2010) (same, withectgp U.S. Department of Interiofhe

Lands Council v. Vaught98 F.Supp.2d 1211, 1240-41 (E.D.Wash. 2002) (same, with respecf

U.S. Forest Service).

The Ninth Circuit has rejected a similatesthpt by a plaintiff to evade dismissal by
framing claims as NEPA-only challenges procagdixclusively pursuant to NEPA and the APA
Turtle Island Restoration Network v. U.S. Dept. of Comméi@@ F.3d 937 (9th Cir. 2006). In
Turtle Island a NEPA plaintiff argued thdheir NEPA claims should b&ubject to the APA’s six
year statute of limitation rather than a narrovisgictional statute limiting the window for judicial

review of such agency regulations. There,adbmmplaint revealed that the NEPA claims were

“directed at the regulations,’hd that plaintiff could not incluelNEPA language as a “stand alone

challenge to agency action, distinct from the isseanf regulations,” purely to take advantage of
the APA’s more generous catel statute of limitation.ld. at 945. Likewise, plaintiffs here
cannot frame their challenges as under NEPA and the APA to evadettigation to exhaust
administrative remedies under the FDCA. Allowplgintiffs to ignore tle specific exhaustion
requirement under the FDCA because they prbceeler the APA would make “little sense,” as
in Turtle Island 1d. The APA plainly incorporates intragency exhaustion requirements, and
plaintiffs cannot suggest otherwise.

Plaintiffs pointed tdVlerrell v. Thomas807 F.2d 776, 782 n. 3 (9th Cir. 1986), for the firg
time at the hearing, for the proposition that extiansunder an agency’s rides not required as a

prerequisite to judicial reviewf a NEPA challenge. INerrell, plaintiffs sought to enjoin the
7
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Environmental Protection Agency (“EPA”) froregistering herbiciels under the Federal
Insecticide, Fungicide, and Ratdeide Act (“FIFRA”) without first complying with NEPA. The
Ninth Circuit ultimately heldhat EPA was never obligated to comply with NEPA when it
registered pesticides under FIFRRAL at 781. Specifically, plaintiffeere rely on a footnote in
which the Ninth Circuit noted it reached the it®ebecause it did “not hold that [plaintiff’s]
conduct amounted to a failure to exhaust adnatise remedies” as required under the AR\
at 782, n.3. As an initial mattevlerrell was decided before thei@eme Court made clear in
Darby that exhaustion, “to the extenttht is required by statute agency rule as a prerequisite
to judicial review,” undesection 702 of the APADarby, 509 U.S. at 153. MoreoveMerrell
involved a purely legal questione., whether the EPA must engage in a NEPA analysis when
registering a pesticide under FIFRA. The issaee is whether the FDA properly engaged in the
NEPA analysis, which requires inquiry into tlaets developed in the ladhistrative record — a
record the FDA has not fully developed in theece of plaintiffs’ partipation in a citizen
petition process. The questimnot whether the FDA should lh@erced to engage in NEPA
analyses with respect to drug approvals inftikere. Rather, it is whether the FDA’s NEPA
analysis was deficient in particular instan@ey] if so, whether thEDA approvals should be
withdrawn or vacatedSee Merrell 807 F.2d, 782 n.3 (“[i]f [plaintiff] had sued to cancel or
suspend pesticide registrationshading that plaintiff failed t@xhaust] might be appropriate”).
For all of these reasonthe Court finds thalerrell does not control.

Plaintiffs further contend that the FDA regtdry scheme containirthe citizen petition
requirement is inapplicable because it only applies to actions of the Commissioner undertake
with respect to statutes the FD&dministers.” 21 CFR § 10.1. that regard, plaintiffs contend
that the FDA does not administdEPA (or the APA) and so the claims in their complaints do n
fall within the citizen petitiomequirement in 21 CFR section 10.45(b). In plaintiffs’ view, FDA
(like all federal agencies) méyecomplies with NEPA, and does not administer it under the
meaning of the rule. While plaintiff's premise -atlall federal agencies are entrusted to comply
with NEPA — is correct, it does not follow thatieral agencies are not also administering NEPA

in order to achieve complianc&ee Grand Canyon Trust v. Federal Aviation Adn@80 F.3d
8

2N




United States District Court
Northern District of Califorra

© 00 N oo o b~ w N P

N N N N DN DN DN NN R R R R R R R R R
0o ~N o 00~ W N PP O © 00w ~N o o M W N B O

339, 341 (D.C. Cir. 2002) (“NEPA is addressea@lidederal agencies and Congress did not
entrust administration of NEPA to [one federal agematyh€e’) (emphasis supplied). Indeed,
plaintiffs ask this Court to ord¢he FDA to comply with the statiory structure set forth in NEPA,
necessarily requiring FDA to administer NEPA in some measure.

Plaintiffs draw an analogy between the FBAbligations under NEPANd its obligations
under the Freedom of Information Act (“FOIA”), the extent that the FDA must comply with,
but does not exclusively administer, both NE&#d FOIA. Because FDA does not require the
citizen petition process be followed for FOIA graamces against FDA, plaintiffs claim it should
similarly not apply to NEPA claims. But phdiffs overlook an important difference between
FOIA and NEPA. Namely, FOIA contains its ownvate right of action and prescribes its own
administrative procedures for administrative esviand judicial remediess U.S.C. § 552(a).
NEPA, by contrast, does not. As discussed abopkjatiff's exclusive righto judicial review
of an agency’s NEPA procedures is underARé\, and only if a plaintiff has satisfied the
agency'’s statutory or regulatory exhaustion regruents. 5 U.S.C. 88 702, 704. Thus, plaintiffs
FOIA analogy is flawed.

Accordingly, the Court concludes that pitifs’ NEPA challenges are subject to the
regulatory requiremernhat a citizen petition be filed witihe FDA, and the FDA must respond
thereto, before plaintiffare entitled to file to a claim in federal court.

2. No Exceptions To The Exhaustion Requirement Apply Here

In the alternative, plaintiffs contend that the Court should excuse compliance with any|

applicable exhaustion requiremerithe Court addresses plaintiffs’ arguments in turn below.

\\\

® Plaintiffs’ reliance on cases involvingettEndangered Species Act (“ESA”) for the
proposition that the FDA's citizen petitionquess does not apply is similarly flawesee, e.g.,
Coal. for a Sustainable Delta v. FEM812 F.Supp.2d 1089, 1130 (E.D.Cal. 2011) (“[National
Flood Insurance Act’s (NFIA)] admisirative review proceduresveal no legislative intent to
require exhaustion of the NFIA’s procedures ptaoan ESA challenge”). As the court recognize
in Coalition for aSustainable Deltahe ESA, unlike NEPA, authoes its own private right of
action and does not itéeequire exhaustionld. at 1105, 1129. Thusjdicial review of
compliance with the ESA does not implicate the APA’s mandate that plaintiffs first exhaust
administrative remedies providdy statute ancegulation.

9
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a. The “Inoperative” Exception in 5 U.S.C. § 704 Does Not Apply
First, plaintiffs argue thahe FDA'’s exhaustion requiremieshould not apply because a
citizen petition would not rendéne challenged FDA approvals “inapéive.” Plaintiffs rely on
language in APA’s section 704, and the Suméourt’s interpretive statementsDiarby, 509
U.S. at 154, in support of their argument that estian is not required where the administrative
process would not render tR®A approvals “inoperative.’Section 704 provides in pertinent

part:

...agency action otherwise final is final for the purposes of this
section...unless the agency othemevisquires by rule and provides
that the action meanwhile is inoptva, for an appeal to superior
agency authority.

As Elanco properly states in reparby does not validate plaintiffs’ position. The
Supreme Court made clearDarby that the “inoperativeéxception applies only toptional
administrative remedies, and section 704 othervégaires exhaustion of administrative remedig
that a “statute or rule clearly mandate®arby, 509 U.S. at 146see Acura of Bellevue v. Reich
90 F.3d 1403, 1408 (9th Cir. 1996D@rby held that a person aggrieved by an agency decision
not required to exhausbnmandatoryadministrative remedies...befaseeking judicial review”)
(emphasis supplied). Because FDA'’s citizetitioe requirement is malatory, the “inoperative”
exception in sectioi04 is inapplicabl8. See21 CFR 10.45(b).

b. Plaintiffs Have a Meaningful Opportunity to Participate

Next, plaintiffs contend that dy should not be required éxhaust because they have not
been provided a meaningful opportunity to paratgin the administrativerocess. Plaintiffs
principally rely on a decision from the $rict of Colorado for this propositiorSee Dine Citizens
Against Ruining Our Env’t v. Kleji676 F.Supp.2d 1198, 1211 (D. Colo. 2009)Dine Citizens

the court concluded that the piaffs’ NEPA claims were notubject to dismissal on a Rule

® The Court also notes that the limitationséttion 704 could not exse plaintiffs’ failure
to exhaust because the citizen petition is not @apéal to superior agency authority.” 5 U.S.C. §
704. 1t is undisputed that plaifis have never raised their NER#aims to any FDA authority.
Because section 704 is inapplicable, the Coeed not reach whether plaintiffs have an
appropriate mechanism to render the FDA apgsotiaoperable” pending the citizen petition.

10

S



United States District Court
Northern District of Califorra

© 00 N oo o b~ w N P

N N N N DN DN DN NN R R R R R R R R R
0o ~N o 00~ W N PP O © 00w ~N o o M W N B O

12(b)(6) motion despite their failure to exhaustsi claims before filing suit based on plaintiffs’
allegations in their complaint that the ageheyl “an ongoing pattermd practice of violating
NEPA and NEPA'’s implementing regulations bytifay to provide adequateotice to the public
of [the agency]’'s NEPA process...and by failbogorovide a meaningful opportunity for the
public to participate in this processld. If proved, the court reased that these allegations
“would excuse [p]laintiffs’ failure to challendéhe agency’s] NEPA compliance before the
agency prior to bringing this actionld. Plaintiffs’ reliance orine Citizengs misplaced.
There, the court initially held that the Depaent of the Interior, Office of Surface Mining
Reclamation and Enforcement’s implementirefigie and regulatiordid not contain any
mandatory exhaustion requirements suet the APA would rquire exhaustionld. at 1208-09.
By contrast, here, the FDA'’s regutats mandate interested persons, such as plaintiffs, to file a
citizen petition before filing a court action. 21 CFR 10.45(b).

Moreover, plaintiffs’ premise that they hawet been provided a meaningful opportunity t
participate in the administrative procesaa sound. The FDA citizen petition regulations
provide plaintiffs with the opportunity to raise thBIEPA concerns with thagency. The Court is
unconvinced by plaintiffs’ claim that “NEPA de@ot demand such patrticipation.” (Oppo. at
16:7-8.) Again, whether NEPA contains a sefmexhaustion requiremeistnot the relevant
inquiry. Plaintiffs’ arguments to the contrary anesguided. The APA allows plaintiffs to file a
lawsuit to challenge the decision of a fedeigéncy only after they exhaust administrative
remedies.ldaho Sporting Congres805 F.3d at 965; 5 U.S.C. § 704. Plaintiffs are not entitled
bypass the FDA'’s citizen petition process simpdgause they frame their challenges as under
NEPA and the APA. The FDA citizen petition pess grants plaintiffs a meaningful opportunity
to comment on the FDA approvals, and allows tBé Rn opportunity to correct any mistakes it
made in the approval process ptiopossible judicial interventionSee id (“[t]he rationale
underlying the exhaustion requiremeénto avoid premature claims and to ensure that the agen
possessed of the most expertise in an aregvie first shot at olving a claimant’s
difficulties”). To hold otherwise would circumvent the statytstructure in place. Here, plaintiffs

have failed to comply therewith.
11
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c. Plaintiffs’ Individual Interests Cannot Excuse Exhaustion

Finally, plaintiffs implore the Court to excise its sound discretion and not require
exhaustion.See McCarthy v. Madigab03 U.S. 140, 144-49 (1992). McCarthy, the Supreme
Court recognized three “broad sets of circumstann which the interests of the individual weigh
heavily against requiring administrative exhaustiolal’at 146. Elanco responds that the
Supreme Court’s holding iDarby — that exhaustion is an eleni@h an APA claim for judicial
review — erased courts’ discrai in APA cases to excuse faduto exhaust based on judicially-
created exceptions. Specifically, where a statutregulation mandateghaustion, Elanco argues
that exhaustion is no longer sabj to judicial discretion pof2arby. Plaintiffs are only able to
cite a single APA case poBarby where a court waived an exhaustion requirem8ee Bracco

Diagnostics, Inc. v. Shalal®63 F.Supp. 20, 31 (D.D.C. 1997) (lieing to requie exhaustion on

a preliminary injunction based on laosving of irreparable harm if plaintiffs were forced to engage

in the administrative process). The Court does notBeacco Diagnosticso endorse plaintiffs’
view, especially considering the deoisidoes not address the implication®afby. Rather, the
more reasonable interpagion is that the cotiunfortunately overlookeBarby's command that
administrative remedies created by regulation and statute must be exhausted. By contrast, 4
circuit and district courts have considei2arby and its progeny in thisontext and concluded
that courts no longer have discretion to esectailure to exhaust mandatory administrative
remedies in APA casesSee, e.g. Shawnee Trail Conserey v. U.S. Dept. of Agri222 F.3d
383, 389 (7th Cir. 2000) (noting thatdistrict courtloes not have “thpower to waive the
statutorily-mandated exhaustioequirement of the APA”)Yolvo GM Heavy Truck Corp. v. U.S.
Dept. of Laboy 118 F.3d 205, 212 (4th Cir. 1997) (noting thkintiffs were unhle to “point[] to
any caseinvolving a challege under the APAinceDarby, that has subjected the exhaustion
requirement to judicial disctien”) (emphasis in original)ZConservation Force v. Salaz&19
F.Supp.2d 85, 90-91 (D.D.C. 2013) (holding thatutatory exhaustion alses could not be
waived or excused). The Court finds the reasoning in these cases persuasive and conclude
cannot waive the exhaustion requirement here.

\\\
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Even if the citizen suit requirement wesngbject to judicial waer, the Court would
decline to excuse plaintiffs’ faite to exhaust in this cas@laintiffs argue that all three
circumstances discussed by the Supreme Cott@arthyare present here, namely that: (1)
requiring the administrative remedy would result in undue prejudice to them later bringing a

action; (2) the FDA is not empowered to grant effective relief through the administrative proc

and (3) exhaustion would be futile because the FDi#iased or has otherwise predetermined the

issue. ld. at 146-49. The Court examines each:

First, plaintiffs contend @it the citizen petition poess would unduly prejudice them
because they will “suffer irreparable harmthe Court does not immediately consider their
claims. (Oppo. at 12:24-25) (quotiMeCarthy, 503 U.S. at 147). In plaintiffs’ view, the citizen
petition process does not guakt substantive response friima FDA, much less within a
reasonable timeframe. The FDA regulations regaitentative responsedcitizen petition be
sent within 180 days, but do not mandate a timmdréor a final response from the agen8ee
21 CFR § 10.30(e)(2). Yet, by plaintiffs’ ownratsion, they have an available remedy — prove
successful — to ensure the FDA provides a fiegponse in a timely manner: filing sueeb
U.S.C. § 706(1). The Court liiese finds plaintiffs’ reliancen the FDA'’s delays in responding
to unrelated citizen petitions unpersuasive bsealaintiffs have not shown that FDA would
unduly delay its response tiois (hitherto unfiled) citizen petin raising NEPA concerns.
Further, even if plaintiffs hachewn delay, they must also maksheowing of resulting injustice.
See McCarthy503 U.S. at 147. The Court does not fingimiffs’ claims of injustice compelling
given that they waited until November 2014 {e these lawsuits challenging FDA approvals
issued beginning in 2008.

Second, plaintiffs argue that the citizen peti process would be ineffective because it
cannot result in the remedies they seek. Plaintiffs claim that any “adtéadti NEPA review the
FDA performs as a result of a citizen petitioaul be inadequate. (Oppo. at 22:7-10.) This
Court’s review, however, would ksmilarly limited. Judicial rexaw at this juncture would be
even more limited to the extent that the FBés not yet developed an administrative record,

utilizing its specialized expertise, addresgptgntiffs’ concerns. The FDA citizen petition
13
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process is the appropriate procedural mechanispldontiffs to raise its contentions in the first
instance, before seeking judicial review. résponse, the agency may withdraw/vacate the FDA
approvals — the remedy sought by plaintiffdiewdd it conclude that new evidence or changed
circumstances require new NEPA revieee21 U.S.C. § 360b(e)(1). &htiffs’ argument that
the FDA cannot provide effective relief fails.

Lastly, with respect to whether “pursuitadministrative remedies would be a futile
gesture,” plaintiffs contend that the futility@ption applies because the FDA is biased and hag
predetermined the resulDietary Supplemental Coalition, Inc. v. Sulliv&Y8 F.2d 560, 564 (9th
Cir. 1992) (internal quotations omittedge McCarthy503 U.S. at 148. In support thereof,
plaintiffs point to a document &y claim shows the “bias and the predetermined nature of [FDA
decision making process in the Administrative®d.” (Oppo. at 19:8-9) (citing Dkt. No. 25,
Administrative Record at FDA_002420.) Theutt recognizes the troubg nature of this

document, which states:

The Office of New AnimaDrug Evaluation (ONADE) policy
stipulates that EAs will not be reiged for Animal Drug Availability
Act (ADAA) combinations regardses of whether extraordinary
circumstances exist, as longthe sponsor claims a categorical
exclusion, cites the correct CFRde, and states that to their
knowledge no extraordinagircumstances exist.

(Dkt. No. 25.) At this juncturghe Court does not have a suffiat record in front of it to
determine whether any dereliction of duty has asxliand will not speculate on same. Plaintiffg
have not made a showing that the FDA letterstibutes a final position, or that the FDA has
predetermined that it will not engage imther NEPA analysis where a citizen petition
demonstrates that doing so is appropri&ecordingly, the Court remains convinced that the
prudent course requires it to allow the FDAdportunity to resolve plaintiffs’ grievances
administratively. See Idaho Sporting CongreS$95 F.3d at 965 (“[t]he rationale underlying the
exhaustion requirement is to avoid prematurerdaand to ensure that the agency possessed of
the most expertise in an area be given first ahotsolving a claimantdifficulties”).

For these reasons, the Court finds it inappropt@telieve plaintiffs of their obligation to

exhaust administrative remediwith the FDA before seeking judicial review.
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C. The Exhaustion Requirement Was Not Waived By FDA
In response to FDA's late joinder in Elancation, plaintiffs argue that the FDA waived
its right to challenge plaintiffs’ claims based on failure to exha8pecifically, plaintiffs argue
that FDA violated 21 CFR section 10.45(b) becauda&inhot move to dismiss in the first instance.

Section 10.45(b) provides in pertinent part:

If a court action is filed complaing of the action or failure to act

before the submission of the decision on a petition under 8§ 10.25(a)

or, where applicable, a hearingder 8§ 16.1(b), the Commissioner

shall request dismissal of the coaction or referral to the agency

for an initial administrative detelimation on the grounds of a failure

to exhaust administrative remedies thck of final agency action as

required by 5 U.S.C. 701 etcgeand the lack of an actual

controversy as required by 28 U.S.C. 2201.
According to plaintiffs, “[a]llowing FDA to ignoré&s own regulations a& means of arguing that
Plaintiffs ignored FDA regulationsould lead to an illogical anerroneous result.” (Dkt. No. 80
at 4:15-17.) The Court does not agre®AFs regulations do natequire that it seeknmediate
dismissal to preserve an exhaostdefense, as plaintiffs argué/hile FDA'’s decision not to raise
plaintiffs’ failure to exhaust on a motion to diss frustrated the efficiency of this motion
practice, it hardly constituted waik. FDA preserved its right toise exhaustion as an affirmative
defense by including it in its awers to the complaintsS¢eDkt. Nos. 38, 59.)

Likewise, the Court does not agree with pldisitposition that FDA must file its own
motion to dismiss because Elanco lacks Artitdlstanding to raisexhaustion alone. As
discussed abov®arby established that exhaustion is aeneént of the cause of action under the
APA. Plaintiffs have not aculated why Elanco must suffefjumy arising out of plaintiffs’
failure to exhaust in order to argtiet plaintiffs have failed tplead a necessary element of their
cause of action. The Court cand@cern any bar to Elanco bging this motion, especially in
light of FDA’s (albeit tardy) agreeemt that plaintiffs must exhaust.

II. LEAVE TO AMEND

Leave to amend is liberally granteBoman v. Davis371 U.S. 178, 182 (1962 hodos v.

West Pub. C9292 F.3d 992, 1003 (9th Cir. 2002). Oneeption to this general rule of
15
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permissiveness, however, is where amendment would be fiblman 371 U.S. at 1825mith v.
Pac. Props. & Dev. Corp358 F.3d 1097, 1101 (9th Cir. 2004). eT@ourt finds that it would be
futile to grant leave to amend here becauseatifts’ claims cannot proceed until they exhaust
their administrative remedies with the FDA.

V. CONCLUSION

Plaintiffs failed to exhaust their NEPA challenges pursuant to the APA, 5 U.S.C. sectic
704, and therefore may not yet bring taction in this Court. The COUBRANTS Intervenor
Elanco’s motion to dismiss.

Although the Court finds that plaiffs cannot prosecute their chas at this juncture, a stay|
pending exhaustion (including periodeviews) would allow the @urt to monitor the progress of
administrative review. Acconadgly, the parties are herel@RDERED TO SHOw CAUSE why the
Court should not stay the case piegdexhaustion. The parties dhvaleet and confer and file a
JOINT STATEMENT on their positions regarding a stay withonirteen (14) days of the date of this
Order.

This Order terminates Dkt. No. 58.

| T 1S SO ORDERED.

Dated: November 5, 2015

MW

ONNE GONZA@z ROGERS
UNITED STATES DISTRICT COURT JUDGE
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