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UNITED STATES DISTRICT COURT
FOR THE DISTRICT OF COLUMBIA

)
CARDINAL HEALTH, INC., )
)

Plaintiff, )

)

V. ) Civil Action No. 12-18§RBW)

)

ERIC H. HOLDER, JR., et al., )
)
)

Defendants.

)

MEMORANDUM OPINION

Plaintiff Cardinal Health, Inc. (“Cardinal”) brings this action under theniudstrative
Procedure Act (“APA”), 5 U.S.C. 88 551-706 (200&)allengingan Order to Show Cause and
Immediate Suspension of Registration issued by the Drug Enforcementistdation(“DEA”)
on February 2, 2012, ith respect to Cardinal’s drug distribution facility in LakelaRibrida.
Complant and Prayer for Declaratory alrgunctive Relief (“Compl.”) 1 1 The case came
before the Court on February 29, 2012 Gardinal’'smotion for a preliminary injunction
(“Cardinal’s Mot.”). Upon careful consideration of the parties’ submissions araddhenets
made by counsel at the first hearing on Cardinal’s preliminary injunction motioeloodry 13,
2012, and the second hearing on February 29, 2@%2Court, in accordance witheoral
rulings issued at those heariraged for the reasons detth below, concludethat Cardinal’s

motion for a preliminary injunction must be denied.

! In addition to the complairgnd Cardinal’snotion, the Court considered the followingrfigs in rendering its
decision:the Memorandum of Points and Authorities in Suppor€afdinal Health’s Motion for Preliminary
Injunction (“Cardinal’'s Mem.”); the Defendants’ Opposition to PlafigtiMotion for Preliminary Injunction
(“Gov't’'s Opp’n”); Plaintiff Cardinal Health’s Reply iBupport of Motion for Preliminary Inpction (“Cardinal’s
Reply”); the Defendants’ Supplemental Brief in Response to Court Order of Felifa2012 (“Gov't's Suppl.
Brief”); and Plaintiff Cardinal Health, Inc.’s Supplemental Memaiam in Support of Motin for Preliminary
Injunction (“Cardinal’s Suppl. Mem.”).
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. BACKGROUND
A. The Controlled Substances Act

The Controlled Substances Act (“CS#Ar the “Act”) and its implementing regulations
create restrictions on the dibttion of controlled substanceSee21 U.S.C. §8 801-971 (2006);
21 C.F.R. 88 1300-1321 (2009)he Act authorizes the DEA to estishl a registration program
for manufacturers, distributors, and dispensers of controlled substances desigeedribthe
diversion of legally produced controlled substances into the illicit ma8ext21 U.S.C. 8§ 821,
822. Any entitythat seeks to become involved in the production or chain of distribution of
controlled substances must first register with the DEA.U.S.C. § 822; 21 C.F.R. § 1301.11.

Distributors of Schedule | or Schedule Il drugs—controlled substances witgha “hi
potential for abuse,” 21 U.S.C. 88 812(b), 812(2)(8)—must maintain “effective control
against diversion of particular controlledostances into other than legitimate medical, scientific,
and industrial channels,” id. 8 823(b)(1). In addition, distributorssilyaply controlled
substances to pharmacies miggsign and operate a system to disclose t¢diséributor]
suspicious orders of controlled substances” and, in turn, disclose those suspicious drders to t
DEA. 21 C.F.R. § 1301.74)b “Suspicious orders include orders of unusual size, orders
deviating substantially from a normal pattern, and orders of uhixregaency.” Id.

The DEA has authority to revoke or suspend a party’s registration for ayvariet
reasons, including that a registrant “has committed such acts as wouldhisn@gjistration . . .
inconsistent with the public interest21 U.S.C. § 824(a)(4)Gererally, before suspending or
revoking a registration, tHeEA must issue an order to show cause contaiitsrigasis for the
proceedings and provide an administrative hearing within 30 d&&said. § 824(c) DEA

regulations direct that an “order to shoause shall . . . contain a statement of the legal basis for



such hearing and for the denial, revocation, or suspension of registration and a safrihery
matters of fact and law asserted.” 21 C.F.R. § 1301.37(c).

However, incases wherthe DEA has ran to believe that a registrasttontinued
operation would pose “an imminent danger to the public health or satetgi suspend that
party’sregistration immediately, prior to an administrative hearing, by issuing an immediate
suspension order (“ISQ@ See2l1 U.S.C. § 824(d) (“The Attorney General [and the DEA
Administrator by designatiomhay, in higor her] discretion, suspend any registration
simultaneously with the institution of proceedings under this section, in casesh&lereshe]
finds that there is an imminent danger to the public health or safety.”). DEA regsldirect
that “an order of immediate suspension . . . shall contain a statement Aflftineistrator’s]
findings regarding the danger to public health or safety.” 21 C.F.R. § 1301.3@&(@nndiate
suspensiorderunder 8 824(d) remairig effect until the conclusion of such proceedings,
including judicial review thereof, unless sooner withdrawn by the Attorney Gesrattesolved
by a court of competent jurisdiction.” 21 U.S.C. § 824(d).

B. Factual and Procedural Background

Cardinal is one of the nation’s largest wholesalemhaeaitical drug distributors.
Cardinal’'sMot., Amended Declaration of Jon Giacomin (“Giacomin Decl.”) § 5. It was founded
in 1971 and has been distributing pharmaceuticals since 18.7@t issue in this case is its
distribution facility in Lakéand, Florida (“Cardinal Lakeland” or “Lakeland FacilityWyhich

distributes Schedule II-V controlled substanciek.

% In this section, the Court relies on several exhibits submitted by the parti@snaction with Cardinal’s
preliminary injunction motion for the limited purpose of providing neagsbackgrouthinformation. To be clear,
and for the reasons explained below, many of these materials are noepsthig the Court in its evaluation of the
likelihood ofsuccess of Cardinal's APA claims.



This is not the first the the DEA has taken enforcemedti@n against Cardinal, or even
against its Lakeland FacilityfSeeCardinal’'s Mot., Amended Declaration of Michael A. Mone
(“Mone Decl.”) § 27. Between November 28, 2007, and December 7, 2007, DEA Administrator
Michele Leonhart issued immediate suspension orders ¢é& tGardinal facilitiespne of which
was thelLakeland Facility. Gov't’'s Suppl. Brief, Declaration of Michele Mobéart (“Leonhart
Decl.”) 1 13. Administrator Leonhart “concluded that the three facilities posed amémimi
danger to public health or safety based on a DEA investigation revealing thataChedkeland
failed to maintain effective controls against diversiom’ (internal quotation marks and citation
omitted). And on January 30, 2008,&DEA issued an order to show cause (but not an 1ISO) to
revoke the registration of another Cardinal facility located in Stafforcas@gain “based on
the failure to maintain effective controls against diversidd.” As a result of these allegations,
Cardinalagreed to pay a civil fine of $34 million. Gov't's Opp’'n at 9. Cardinal also entered into
a Memorandum oAgreementvith the DEAin which it agreed to “maintain a compliance
program designed to detect and pre\drd] diversion of controlled dastances as required
under the CSA andpplicable DEA reglations.” Cardinal’s Mot., Exhibit (“Ex.”}L (Settlement
and Release Agreement and Administrative Memorandum of Agreement (“M@A3))

As the backdropf theaction taken by the DEA that predgtied this case, the
government asserts that the volume of oxycodone (a Schedule Il drug) distributedinalCar
Lakeland'stop four retail customers&VS Store219, CVSStore5195, Gulf Coast, and
CareMed (“the four pharmacies®has increased exponentially since the padrgsred into the
MOA in 2008. Gov't's Opp’n at 9. As a result, the government contends thEhe
repeatedly notified Cardinal of its need to exercise greligence at the Lakeland Facility to

detect suspicious activity by itsistomers.ld. at 910. Cardinathenterminated distribution of



controlled substances to Caremed on September 26, 2011, and Gulf Coast on October 5, 2011,
but continued to distribute to the two CVS pharmac&seCardinal’sMot., Mone Decl. 1 42,
46.

On October 18, 2011, the DEA executed Administrative Inspection Warrants at the four
pharmacies, afterhich both Gulf Coast and Caremed voluntarily surrendierechuseheir
DEA registrations Gov't's Opp’n at 10. A few days later, on October 26, 204 DEA
executed a warrant at Cardindlakeland Facility to determine whether Cardinal “failed to
report suspicious orders to the DEAd. On November 8, 2011, the DEA issued an
administrative subpoena to Cardinal for information regarding its sales odaotye and other
drugs as well ags compliance mechanism&l. Cardinal thereafter lowered its oxycodone
distribution thresholds for CVS Store 219 on November 10, 2011, and CVS Store 5195 on
December 16, 2011Cardinal’sMot., Mone Decl.  46.

The government contends that “[tlhe DEA’s investigation of Cardinal and itetop f
retail customers revealed a staggeringly high and exponentially increaisrgf oxycodone
distribution from the Lakeland faciit” Gov't's Opp’n at 11. Based on these high volumes and
information gleaned from its investigation of Cardinal and the four pharmacid3Ethe
determined that “Cardinal failed to conduct meaningful due diligence to ensutieethat
controlled substances were not diverted into other #ggitirhate channels, including Cardinal’s
failure to conduct due diligence of its retail pharmacy chain customiets Finding that this
conduct violated Cardinal’s obligations under the CSA and the 2008 MOA, and that Cardinal
Lakelands continued registration posed an “imminent danger to the public health and safety,”
the DEA issued an order to show cause and immediate suspensioto dhgtrakeland Facility

on February 2, 2012SeeCardinal’s Mot., Ex. A (Order to Show Cause and Immediate



Suspensionf Registration (“1SO”)) 11 &.3 After receiving the IS@n February 3, 2012,
Cardinal temporarily suspended all sgliesm any of itsnationwide distribution centers) to the
two CVS pharmacies. CardinaRgot., Mone Decl.  45.

Cardinal maintains that itasimplemented a “comprehensive compliance program”
designed to deteeind prevent improper diversion. Compl. § 23 a result of this program
Cardinal asserts thdthas suspended shipments of controlled substances to more than 375
customers since December 1, 2007, based on its belief that those shipments posed an
unreasonable risk of diversiotd. § 25. Cardinal adds that it has pledged to cease distributing
drugs to any pharmacy alleged to engage in improper diversion angpleased} requested
information abousuch pharmacies from the DEAd. 1 29. Despite these reques@Gardinal
contendghat as recently as December 2011, the DEA hasekcCardinal’s requests for the
information. Id.

Upon receiving the ISO on February 3, 20C2rdinal filed its complaint and motion for
a temporary restraining order with this Coutardinals complaintchallenges thenmediate
suspension order under the APA on the grounds that it (1) was issued without statutortyauthori
(Count I), Comp 11 4652; (2) denied Cardinal of its constitutional right to due process of law
(Count I),id. 11 5358; (3) was arbitrary and capricious (Count 111),6.5963; and (4)
contained inadequate findings to justify an immediate suspe(@aumt V), id. 11 6469.

After holding a hearing on February 3, 2012 (which counsel for the government did not

attend)? the Court granted Cardinal’s motion for a temporary restraining o8estebruary 3,

3 For ease of reference, the Court will cite to this docurentighout this memorandum opinisimply by listing
“ISO” followed by the corresponding paragraph number.

4 Atthe hearing, counsel for Cardinal represented to the Court that he hadeaadnable efforts to notify the
government of Cardinal’s intentida file the motion for a temporary restraining order on February 3, 2848.
Transcript of Motions Hearing [ECF No. 9] at 20.



2012 Order, Cardinal Health, Inc. v. Hold@&ivil Action No. 12-185RBW) (D.D.C.). Cardinal

thereafter moved for a preliminary injunction on February 6, 2012, seeking to enjoin
enforcement of the 1ISO pending resolution of the administrative proceedings hef@EA.
After holding a hearing on Cardinalsation on February 13, 2012, the Court remanded this
case to the DEA “for compilation of an administrative record and furtheaeajpbn of the
factual circumstances that were actually considered by the agency ag supiha issuance of
the immediate sspension order to Cardinal Health’s Lakeland Facility on February 2, 2012.”

February 16, 2012 Order at_1, Cardinal Health v. Holder, Civil Action No. 1ZRB%/)

(D.D.C.). Following thisremandand in accordance with the Court’s instructidhs,

government submitted to the Court an administrative record and a declaration ffom DE
Administrator Michele Leonhart purporting to explain the circumstancesdsesl by the
agency as support for the issuance of the ISRe parties appeared before the Coartainother
hearing on February 29, 2012, at the conclusion of which the Court deswidthal’smotion for

a preliminary injunctior?. This memorandum opinion memalizes the oral rulings made by the
Court at the hearings on February 13 and February 29, 2012, and explains funth@sdhe for
the Court’sremand to the DEA as well as dsnial ofCardinal’smotion for a preliminary

injunction.

> At the conclusion of the February 29, 2012 hearing, after the Court desuidith&@'’s preliminary injunction
motion, Cardinal orally requested that the Court stay its order perulegla which the Court denied. Cardinal
also made an oral motion for the Court to limit the ISO in order to allowakeland Facility to supply neretail
customers, such as hospitals. Thei€denied this motion as well, reasoning that the Court’s denialrdir@dis
preliminary injunction motion necessarily precluded the grantingefype of partial injunctive relief being
requested for the first time by Cardinal at the hearing.



. STANDARD OF REVIEW
“ A plaintiff seeking a preliminary injunction must establish [1] thatigiflkely to
succeed on the merits, [2] that [if likely to suffer irreparable harm in the absence of
preliminary relief, [3] that théalance of equities tips in [itévor, and [4] that an injunction is

in the public interest.”_Sherley v. Sebelius, 644 F.3d 388, 392 (D.C. Cir. 2011) (qWdtitey

v. Natural Res. Def. Council, Inc., 555 U.S20,(2008))(somealterations in original) Because

it is “an extraordinary remedy,” a preliminary injunction “should be granted onénie party

seeking the reéf, by a clear showing, carries the burden of persuasion.” Cobell v. Norton, 391

F.3d 251, 258 (D.CCir. 2004)(citing Mazurek v. Armstrong, 520 U.S. 968, 972 (1997)

TheDistrict of ColumbiaCircuit has applied &sliding scale” approach in evaluatitige
preliminary injunction factorsSherley 644 F.3d at 392. Under this analysis,

[i]f the movant makes an unusually strong showing on one of the factors, then it
does not necessarily have to make as strong a showing on another factor. For
example, i the movant makes a very strong showing of irreparable harm and
there is no substantial harm to the finavant, then a correspondingly lower
standard can be applied for likelihoodsafccess. . . Alternatively, if substantial

harm to the nonmovant is very high and the showing of irreparable harm to the
movant very low, the movant must demonstrate a much greater likelihood of
success. It is in this sense that all four factors must be balanced against each
other.

Davis v. Pension Benefit Guar. Corp., 571 F.3d 1288, 1291-92 (D.C. Cir. 2009) (internal

quotation marks and citations omittéd).

® In aseries of recent decisions, several members of the Ciravit readhe Supreme Court’s decision\ilinter to
cag doubt on the continued validity of tk#ding scaleapproach.SeeDavis 571 F.3d at 1296 (Kavanaugh, J.,
joined by Henderson,,Xoncuring) (“[lUlnder the Supreme Court’s precedents, a movant cannot obtain a
preliminary injunction without showingotha likelihood of succesanda likelihood of irreparable harm, among
other things’ (emphasis in original)Sherley 644 F.3d at 393 (“Likeur colleagues, we reAinter at least to
suggest if not to holtthat a likelihood of success is an independent;dtarding requiremerfior a preliminary
injunction.™ (quotingDavis, 571 F.3d at 1296 (concurring opinion)). But the Circuit has hattoasion to resolve

(continued . . .)



ll. ANALYSIS
A. Irreparable Injury

The Circuit “has set a high standard for irreparable injury.” Chaplaincy of Bslh&b

Churches v. England, 454 F.3d 290, 2DZC. Cir. 2006). “First, the injury ‘must be both

certain and great; it must be actual and not theoretichl. {quotingWisconsinGas Co. v.

FERC 758 F.2d 669, 674 (D.C. Cir. 1985) (per curiam). To meet this standard, the injury must
be “of such inminence that there is a ‘clear and present’ need for equitable relief to prevent
irreparable harm.”ld. (citation omitted).“Bare allegations of what is likely to occur are of no

value since the court must decide whether the harmnafidict occur.” Wisconsin Gas Co., 758

F.2d at 674 (emphasis in original). In addition, “the injury must be beyond remediation.”
Chaplaincy, 454 F.3d at 297As the Circuit has explained:

The key word in this consideration is irreparable. Mere injuries, however
substarial, in terms of money, time and energy necessarily expended in the
absence of a stay are not enoudthe possibility that adequate compensatory or
other corrective relief will be available at a later date, in the ordinary course of
litigation weighs healy against a claim of irreparable harm.

Id. (quoting Wisconsin Gas Co., 758 F.2d at 674).

Cardinal claims that without a preliminary injunction, it will suffer irreparable injury in
the form of lost customersgducedorofits, costs associated with rerting drug shipments from
other facilities, and reputational harm, all of which it claiumill be unrecoverable due to the
government’s sovereign immunityseeCardinal’sMem. at 2930; Cardinal’'s Reply at 20For

the reasons that follow, nooéthesepurportedharmspass the high bar for irregzdble injury.

(. . . continued)

this question because it has not yet encountered a\fiagtr case where preliminaryinjunctionmotionsurvived

the lesgigoroussliding scaleanalysis. SeeSherley 644 F.3d at 398'We need not wade into this circuit split today
because, as iDavis as detailed below, in this case a preliminary injunction is not appregrian under the less
demanding slidingscale analysis.”). Thus, because it remains theofahis Circuit, the court mugtmploy the
sliding scale analysisere.



1. Economic Loss
“The loss of business opportunities, market share, and customer goachpically

considered to be economic harms.” Air Transport Ass’n of America, Inc. v. Exppor Bank

ofthe U.S.,  F.Supp.2d _, ,2012 WL 119557, at *6 (D.D.C. 2012). tAedéneral
rule” in this Circuit is “that economic harm does not constitute irreparable ihjDavis, 571

F.3d at 1295see alsdVisconsinGas 758 F.2d at 67&'It is . . .well settled thaeconomic loss

does not, in and of itself, constituteeparablenarm.”). Courts in this Circuit have, however,
recognized that economic loss @mstituteirreparablenjury in at least two circumstances.
First,where*monetary loss . .threatens the very existence of the movaitisiness,” it may

qualify as irreparable injuryWisconsinGas 758 F.2d at 674. Second, where ¢teemed

economic loss isnrecoverablée.g., when the defendant is entitled to sovereign immuirtitg),
is “one factor the court must consider in assessing alleged irrepheabié Nat'| Mining

Ass’n v. Jackson, 768 F. Supp. 2d 34, 53 (D.D.C. 20Buj.the “fact thattconomidossesnay

be unrecoverabldoes not, in and of itself, compel a finding wéparableharm,” for the harm

must also be great, certain and imminddt; see alsdMylan Pharms., Inc. v. Shalala, 81 F.

Supp. 2d 30, 42 (D.D.C. 2000Because [plaintiff] is alleging a nerecoverable monetatgss,
it must demonstrate that the inpJis] more than simply irretrievable; it must also be serious in
terms of its effect on the plaintiff.”) (internal quotations and citation omitted).

Cardinal has not come close to showing that the ISO “threaten[s] the vagnegisf

[its] business.”_Wisconsin Gas, 758 F.2d at 674. Cardinal is a Fortune 20 company with annual

revenues in 2011 exceeding $102 billion, profits exceeding $1.5 billion, and several distribution
facilities nationwidehat continue to hold DEA registrations. Gov't's Opp’n at B2cause the

ISO only afects the Lakeland Facilitgzardinal is free to ship fromsitother distribution

10



facilities. In fact, the DEA previously issued ISOsttweeCardinal distribution facilities (one of
which was the Laédand Facility) in 2007, suspending distribution for roughly 10 mos#eid.
at 34,yet Cardinal’s business thrives to this day.

Cardinal thus seeks to show that it will suffierecoverable economic harm in the form
of lost customers, reducedles, and costs expended assaltef rerouting shipments.
According to Cardinal, the ISO would seriously disrupt its supply chain in Fjavidiah would
cause many customers to “redirect orders to other wholesale distribesai$ing in a serious
and permanent loss of revenue andbmers for the Lakeland facility[] . . All of these
damages, moreover, would be unrecoverable in light of sovereign itytiiu@ardinal’s Reply
at 20. Cardinalrelies on thealeclarations of its President of Pharmacealtiistribution, Jon
Giacomn, who “anticipate[sthat some of Cardinal Health’s Florida customers experiencing
service delays will leave Cardinal Health for other distributors and[that] these customers
will take their entire pharmaceutical business away from Cardinal He&#rdinal’'s Mot.,
Giammin Decl. § 20. In support of this claim, Giacomin notes that shipping detaysedby
the2007 ISO of the Lakeland Facilitgaused some customers to leave Catditealth for other
distributors,” although he does rsggedfy how many customers stopped purchasing from
Cardinal. Cardinal’'s Reply, Supplemental Declaration of Jon Giacomin (“SuppbrGia
Decl.”) 1 3;see alscCardinal’sMot., Giacomin Decl. 1 22 (“[t]is anticipated that the][]
[shipment] delays will cause senof Cardinal Health’s customers to leave Cardinal Health
permanently for other distributors, as occurred following the 2007 1SO of the hdkela
Facility.”). Heestimates that the 2007 suspension of the three Cardinal facilities caused the
company to lose “roughly $1 billion of lost sales on an annualized 'ba3#&dinal’'s Reply,

Suppl. Giacomin Decl. 1 3. And regarding losses at Cardinal Lakeland spbBgihieahoteghat

11



thesuspension resulted in “depressed” sales, and that “just one portiosefdbses-
decreased sales to retain independent pharmacies that remained with Cardinat&iealinted
to approximately$100 million.” Id. § 4. Giacomin estimatékat an ISO at this time&ould
“likely . . . . have an evegreater impact” on Cardinal’'sales because its competitors in Florida
also faced disruptions whistribution in 2007, which is not the current situatidd. { 5.

Cardinal has not shown unrecoverable economic loss of the magnitude necessary to
constitute irreparable harm. As noted, Cardinal had annual revenues in 2011 exceeding $102
billion. Gov't's Opp’n at 32.But when the DEA suspenddldreeCardinal facilities in 2007,
Giacomin estimates th#ie company sufferefil billion of lost salesseeCardinal’s Reply,

Suppl. Giacomiecl. § 3,which is less than 1 percerttits current yearly revenue<ardinal
is hardpressed to argue that the suspension of its Lakeland Facilityvabarié come anywhere
close to this $1 billion loss. And, even assuming that it could, courts in this Circuit have
consistently recognized that financial losses of less than 1 pefdertdl salesio not rise to the

level of irreparable injury See e.q, Sardoz, Inc. v. FDA439 F.Supp. 2d 26, 32 (D.D.C. 2006)

(“Aloss of less than 1 percent tosalles is not irreparable harnfinternal quotation marks and

citation omitted); Bristol-Myers Squibb Co. v. Shalala, 923 F. Supp. 212, 220-21 (D.D.C. 1996)

(same); see aldoG Elecs., USA, Inc. v. Dep't of Energy, 679 F. Supp. 2d 18, 35-36 (D.D.C.

2010) (“Even assuming [the plaintiff] will not be able to recover monetary desrfegm [the
Department of Energy], the financial impact [the plaintiff] claims it will suffersdoet rise to
the level of irreparable harm” because that impact represents omiynt@cule portion of the
company’s worldwide revenues.”). Agreeing with the position that has been taken by

colleagues, the Court finds that Cardinal has not establigletrievableeconomic loss that

12



would be “serious in terms of its effects” da businessSeeMylan Pharms., Inc81 F.Supp.

2dat42.

Nor has Cardinal shown econonfiarmin certain, norspeculative terms. To gauge its
anticipated economioss, Cardinal relies dossedncurred as a result of ti#07 suspensions
of the three facilities, but it offers no concrete estinsategarding lost revenues, customers, or
market share that it anticipates would result feoourrent suspension pistthe Lakeland
Facility. Even the losses that Cardinal allegedly incurred as a m#ghik 2007 suspensioase
indeterminate, with Giacomin stating only that “some customers” left Cardinal detajed
shipments, and providing no estimates regardingatad¢lost salesncurred by the Lakeland
Facility in particular. SeeCardinal’s Reply, Suppl. Giacomin Decl{13-4. Similarly,
Giacomin’s declaration stateswague terms that reroutirtyugshipments from facilities
outside of Florida would “require substantial effort and resources,” Cardinat's®&acomin
Decl. 1 7 yet hedoes not quantify the anticipated costs of rerouting the shipm@atslinal’s
claimed economic injuries are therefore W@ague andpeculative to support a finding of
irreparable harm.

2. Reputational Harm

Cardinal also claims that that the suspension would tarnish its “business repwation”
customers would “come to view Cardinal Health as unreliable.” Cardinal’'s Moto@ia
Decl. 120. To be suré¢damage” to a business’s “good name” may constituéparablanjury

under some circumstanceArmour & Co. v. Freeman, 304 F.2d 404, 406 (DCI.. 1962).

“However, as with all other forms of irreparable harm, the showing of regnahharm must be

concrete and corroborated, not merely speculative.” Trudeau v. Fed.Joaden, 384 F.

Supp. 2d 281, 297 (D.D.C. 2005ff'd, 456 F.3d 178 (D.CCir. 2006).

13



Cardinal’s purported reputational harm does not satisfyetpg@irement of irreparable
injury for several reasong=irst, past experiencgleaned from the effects of t2@07 1ISOs
indicateshatCardinal’'s concernare exaggerated and uncorroboratetieed Cardinal has
made naconcreteshowing ofreputational harm resulting frothe largerscale suspensions that
occurred in2007, apart from losing an unspecified number of customers and lesspibiae it
of its currentyearlysales. Secondinsofar as Cardinal asserts that the 1ISO’s alleged harm to its
reputation will cause current customers to leave Cardinal and potential cusstoraeoid doing
business witlCardnal, this positions simply a reprasingof its economic loss argument, which
the Court has already rejectasl vague and speculative.

3. Harm to Patients

Cardinal also maintains that the ISO would irreparably harm the legitimatencerssu
who might receive delayed treatment due to rezdutrug shipments. Cardinal’'s Mot.,
Giacomin Decl. 11 223. This argument fails because it shameparable harmot toCardinal
but to third partiesSeeWinter, 555 U.S. at 2Q‘[A] plaintiff seeking a prelinmary injunction
must establish . .thatheis likely to suffer irreparable harm in the absence of preliminary
relief.” (emphasis added)). The alleged harm to Cardinal’'s consumers will be consiéned b
Court under the public interest proafjthe preliminary injunction analysis.

In sum, the Court finds that Cardinal has failed to show irreparable injury. Although the
Court recognizes thdfa] movant's failure to show any irreparable harm is . . . grounds for
refusing to issue a preliminary injunction, even if the other three fact@msrenthe calculus
merit such relief,” the Court is equally aware of its obligatioder Circuit precedemnt set forth

its reasonin@s toall of the preliminary injunction factor€Chaplaincy 454 F.3d at 297, 305.

14



Accordingly, the Court will proceei consider the remainirtgreepreliminary injunction
factors.
B. Likelihood of Success on the Merits

Having failed to show irreparable harm, Cardinal must, under the sliding sefjsisn
make an exceedingly strong showing of its likelihobducceson the merits in order to obtain
a preliminary injunction.SeeDavis 571 F.3d at 1291-92. It has made no such showing here.

Cardinal’'s complaint raises three challenges. First, Cardinal claimh&iEA’s
decision to issuthe immediate suspemwsi orderviolated theAPA. SeeCompl. 1 46-52, 59-63.
SecondCardinal alleges that the findings regarding imminent dasegeiorthin the ISO were
inadequate under the DEA’s own regulations, and also do not comport with theSERe@. 1
64-68. ThirdCardinal asserts that because there was no imminent danger just¥fyasgance,
thelSO deprived it of procedural due process under the Fifth Amendment of the Unitexd Stat
Constitution. Seeid. 11 5358; Cardinal’'s Mem. at 27-28. Althou@lardnal has at various
points conflated these claims in presenting its arguments to the Court, in th&tsmére
analytical clarity the Court wikhddress thelaims separately.

1. Cardinal’'s APA Claims Challenging the Issuance of the IS@Counts | & 1l1)

i. Standard of Review

As courtsin this Circuit and elsewheteve recognized, the arbitrary and capricious

standard of review applies to APA claims challenghmgissuance of ai$O under 21 U.S.C. §

824(d). See e.q, Novelty Distributors, Inc. v. Leonha%62 F. Supp. 2d 20, 29 (D.D.C. 2008)

(Collyer, J.) (applying arbitrary and capricious standard in reviewing APkeolge tothe

DEA’s issuance of immediate suspension ordge)] Labs., Inc. v. Ashcrof217 F. Supp. 2d

80, 84-85 (D.D.C. 2002) (Urbina, J.) (same); Keysource Medical, Inc. v. Holder, N9-393,

15



2011 WL 3608097, at *6 (S.D. Ohio Aug. 16, 2011) (same); United Prescription Servs., Inc. v.

GonzalezNo. 07¢€v-316, 2007 WL 1526654t*2 (M.D. Fla. May 23, 2007) (same].he
undersigned member of this Court agrees, and thus the underlying question on thiomerit
these claims isvhetherthe DEA actedarbitrarily andcapriciouslyin finding, on February 2,
2012,that Cardinal’scontinued operation posed amfninentdanger to public health or safety”
within the meaning fo§ 824(d).

“The ‘arbitraryand capriciousstandardf reviewas set forth in thAPA is highly

deferential’ and the Court must “presume the validity of agency actiédmierican Horse

Protection Ass’n vYeutter, 917 F.2d 594, 596 (D.C. Cir. 1990). As the Supreme Court has

explained:

The scope of review under the “arbitrary and capricious” standard is narrow and a
court is not to substitute its judgment for that of the agency. Nevertheless, the
agencymust examine the relevant data and articulate a satisfaexplanation

for its action[,] including a rational connection between the facts found and the
choice made. In reviewing that explanation, we must consider whether the
decision was based on a saferation of the relevant factors and whether there
has been a clear error of judgment. Normally, an agency [action] would be
arbitrary and capricious if the agency has relied on factors which Congress has
not intended it to consider, entirely failed to consider an important aspect of the
problem, offered an explanation for its decision that runs counter to the evidence
before the agency, or is so implausible that it could not be ascribed to a difference
in view or the product of agency expertise.

Motor Veh. Mfrs. Ass’n v. State Farm Mut. Auto. Ins. Co., 463 U.S. 29, 43 (1983) (citations and

guotation marks omitted).

ii. The Materials that the Court Consideredin Assessing the Likelihood of
Success of Cardinal's APA Claims

There has been much ¢ooversy in this case concerning what materials the Court may
consider in evaluating whether the DEA acted arbitrarily and capriciougguing the ISO to

Cardinal LakelandBefore describingvhat it did consider, the Court pauses to emphadie® a
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tenetsof administative law. First,in applying the APA’s arbitrary and capricious standatiake “
focal point for judicial review must be tlaelministrativerecordalready in existence, not some
newrecordmade initially in the reviewing court.Camp v. Rts, 411 U.S. 138, 142 (1973) (per
curiam). This rule forbidséX post supplementation of the recordditherside.” Walter O.

Boswell Mem. Hosp. vHeckler 749 F.2d 788, 793 (D.C. Cir. 1984) (emphasis added); s

IMS, P.C. v. Alvarez, 129 F.3d 618, 624 (D.C. Cir. 199&jeting the plaintiff's attempt to

submit litigation affidavits to supplement the agency reexrgos); AT&T Info. Sys. Inc. v.

Gen. Servs. Admin., 810 F.2d 1233, 1236 (D.C. Cir. 1987) (rejecting agency’s attempt to submit

litigation affidavit to provide post hoc rationalization of the agency’s action). “Although the
record may be supplemented to provide, for example, background information or evidence of
whether all relevant factors were examined bygency’ the Circuit “has made clear that the
new material should be merely explanatory of the original record and shoulchaomtaew

rationalizations.” AT&T Info. Sys., Inc, 810 F.2d at 1236 (internal quotation marks, citations,

and alterations omitted). Second, judicial review under the APA genernadly“be based on the
full administrative record that was before the [agency] at the time [it] made [itsjoaetis

Citizens to Preserve Overton Park, Inc. v. Volpe, 401 U.S. 402, 420 (1971) (emphasis added).

As the Circuit ha explained, “[i]f a court is to review an agency’s action fairly, it should have
before it neither more nor less information than did the agency when it made sisruéci

Walter O. Boswell Mem. Hosp., 749 F.2d at 792. “To review less than the fulisthative

record might allow a party to withhold evidence unfavorable to its case, and soAhredifres

review of ‘the whole record.”1d. (quoting 5 U.S.C. § 708’ Finally, an agency’s obligation to

"While APA § 706provides that judicial review may be basedeither“the whole recorar those parts of it cited
by a party,” 5 U.S.C. § 706 (emphasis added), the Cinasitstated thafflor review to go forward on a partial
record, we would hae to be convinced that the selection of particular portions of the recortievasstlt of mutual
(continued . . .)

17



compile a record applies even in the context of informal adjudications, such as theassua
the ISO hereSeelMS, 129 F.3d at 624 [t'is not necessary that the agency hold a formal
hearirg in compiling its record, foftlhe APA specifically contemplates judicial review on the
basis of the agegyaecord compiled in the course of informal agency action ichvaihearing

has not occurred.” (quoting Florida Power & Light Co. v. Lorion, 470 U.S. 729, 743-44 (1985)

(alteration in original)y Gov't's Suppl. Brief at 8 n.4 (recognizing that the isstmof an I1ISO is
an informal agency adjudication).

Here,instead of an administrative record, bptrties submittegtarious sworn
declarations for the Court’s consideration in assessing Cardinal’s ARAscldihe government,
for example, urged the Court to consider declarations of two DEA officials whoipaieid in
the investigation of Cardinal Lakelan&eeGov't's Opp’n, Declaration of Joseph Rannazzisi
and Declaration of Ruth A. Carter. Cardinal likewise submitted declaratmmsohe of its Vice
Presidents, Michael Mone, which purports to challenge the factual basis for A fibling
that Cardinal Lakeland’s continued registration posed an imminent danger to tice Selli
Cardinal’'s Mot., Mone Decl. 11 42-56. Althoud@Pardinal wanted th€ourt to consider Mone’s
declaration, it challenged the DEA declarations as containing impermigsesil@oc
rationalizations for the agency’s actions. Cardinal’s Reply at 13-15. Thengoset, on the
other hand, asserted that its declarations meesdglain[ed] why [the] DEA took the action that
it did,” and did not “offer new reasons, or reasons other than those that caused it to conclude on

February [2], 2012, that Lakeland’s continued operation posed an imminent danger to public

(. . . continued)
agreement between the parties after both sides had fully reviewed thetworapbrd, Walter O. Boswell Mem.
Hosp, 749 F.2d at 792.
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health or safety.”Reply in Support of Notice of Request to Present Testimony [ECF Nat 13]
2.

The Court addressed these issues at the hearing on February 13, 2012. In view of the
general administrative law principles outlined abokie,Eourt was reluctant to accepgher
party’s invitation to consider tivedeclarations and exhibitgvfile ignoring the other side’s
submissions). To be sure, tharties’ submission of these materiaiss not stprising, given
that an ISO i| unique type of agency action that is issueshiergency circumstances ahat
necessarily predates an administrative hedtifttpwever neither partypresented any reastm
depart from the normal rules ofrathistrative law in this case. And although the government
claimed that its declarats were merely explanatory of the record before the ageitiog aime
it issued the ISO and did not contain any impermissible post hoc rationalizatioGsutti@vas
unable to confirm that representation because it was not in possession of the adnenistra
record.

The Court thus set aside the parties’ various declarations and exhibisgsatedt with
the ISO as the entirety of the agerfiogcord” This, the Court foundyas insufficient by itself
to evaluate the agency’s action under theiapple APA standard of review. For instance, the
Court could not determine frorhe ISO alone whether th#EA’s finding that Cardinal
Lakeland’s continued registration posed a “imminent danger” to the public “anter to the

evidence before the agency,”whether the agencentirely failed to consider an important

8 tis also not stprising that several district courts have considered declarations anthkgariestimony in
evaluating preliminary injunction challenges to immediate suspeiesders brought under the AP&ee, e.g.
Novelty Distributors, Ing.562 F. Supp. 2dt 29(relying on declarations from DEA officials in determiniwbether
the DEA actedrbitrarily and capriciously in issuing suspension ordée}source Medical, Inc. v. Holde?2011

WL 360809, at *1, *4(relying on live testimony of the plaintiff's employgand DEA officials, as well as
declarations and exhibits submitted by both parties, in considering imatininjunction tallenge to suspension
order). In contrast to this case, however, the partiboirelty DistributorsandKeysource Medicadlid notappear

to dispute the propriety of the courts’ consideration of epdcard materials, and so the courts in those cases were
not confronted with the issues facing this Court.
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aspect of the problem.”_State Far463 U.S. at 43. Accordingly, the Cotgtnandedhis case
to the DEA “for compilation of an administrative record and further explanation ¢h¢heal
circumstances that were actually considered by the agency as support feudiheasof the
immediate suspension order to Cardinal Health’s Lakeland Facility on FFel2nu2012.”

February 16, 2012 Order, Cardinal Health, Inc. v. Holder, Civil Action No. 1ZRBSV)

(D.D.C.). Following the Court’s remah the government submitted ertified administrative
record together with declaration from DEA Administrator Michele Leonhart, who authorized
the issuance of the ISO to Cardinal Lakeland.

Cardinal protests thDEA's reliance on anything oththan the ISO, contending that the
agencymust defend the 1SO solely on the findingsead inthat document. Cardinal’s Suppl.
Mem. at 6. Cardinal asserts that where tgency offers a contemporaneous explanatf its
decision, the validity of that decision must “'stand or fall on the propriety of tim@jf[s] that
appear in that decision.ld. (quotingCamp 411 U.S. at 142) (alterations in original).adds
that the DEA’s own regulations direct tlaat 1ISO “shall contain a statement of the
[Administrator’'q findingsregarding the danger to public health and sdfepl C.F.R. §
1301.36(e) (emphasis added). Cardinal thus contends that the “the ISO must stand edfall bas

solely on the grounds stated within the ISO’s four cornersl” For related reasons, Cardinal

% In further support of its argument that the DEA can only rely on the ISCidadiés actions, Cardinal highlights
closing language in the 1ISO which states that the Administratadsfys of imminent danger were made “[u]nder
the acts and circumstances described herein.” 1SO at 3. This language appuatieatiys to Cardindhat the ISO
purports to provide an exhaustive summary of the Administrator’s findidgsCardinal’s Suppl. Mem. at 6.
However, the first page of the ISO states the Administrator’sriipttiat Cardinal Lakeland’s continued
“registration constitutesreimminent danger to the public health and safety,” and goes on to providd]tt@abysis
for this Order to Show Causedimmediate Suspension of Registration is set forth in the follomimeexhaustive
summary ofacts” ISO at 1 (emphasis addedp actuality, it appears that both statements are merely boilerplate
provisions included in every ISO issued by the DEA. The Court does nqir&itére language to restrict the
Administrator’s ability to offer further explanation regarding fiedings of imminent danger.
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urges the Court to ignore “new rationalizations” offered in Administrator Ledsligtlaration
that do not appear in the ISQ@I. at 11.

Cardinal's position overlooksaselaw recognizing that even where an agency has offered
an inadequattcontemporaneous explanatiofr its action,”bedrock principles of
administrative law preclude [courts] from declaring definitively thia¢ §gency’s] decision was
arbitraryandcapriciouswithout first affording [the agency] an opportunity to articulate, if

possible, a better explanatibnCnty. of Los Angeles v. Shalala, 192 F.3d 1005, 1021, 1023

(D.C. Cir.1999) (collecting cases3ee alsdA\m. Bioscience, Inc v. ThompspA69 F.3d 1077,

1086 (D.C. Cir. 2001) (“We have already directed the district court to remanchfe once to
compile arecord. . . . That is consistent with our practice of remanding withouhgaghen

we are unsure of the grounds the agency asserts to defend its action (and, wedrapse

perceive that a ground poorly articulated might be sufficient to sustaintibe) d¢internal
citation omitted and emphasis added)). Abardinal hagited no authority indicating théte
normalpractice ofremanding to the a&mcywithout vacatings inappropriatevhere, as herdhe
agency is required by regulation to make “findings” in the informal adjudication cohtext
fails to articulate those findings with the requisite specificity to facilitate AR#ewe The
Court thusdeemed it appropriate temandhis case téthe DEAfor further explanation of the

reasons underlying its issuance of the f80.

191t bears emphasizing that in remanding to the DEA, the Courtalicbnclude that the 1SO’s lack of factual
detail rendered the DEA's issuance of the I1SO arbitrary and capriciousafevahld suggest that Cardinal did
show a likéihood of success on the merits of its APA claim. Rather, the Cauntfthat it had an insufficient basis
to assess the likelihood of success of Cardinal’'s APA claim, and thabademas therefore necessary for further
explanation.SeeAm. Biosciencelnc. v Thompson243 F.3d 579, 582 (D.C. Cir. 2001) (holding, in preliminary
injunction context, that district court should have remanded to agenag lasfessing likelihood of success of the
plaintiff's APA claim).
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Furthermorein view of this Court’'s remand, Cardinal’'s contentibat Administrator
Leonhart’s declarationontains impermissiblpost hocrationalizationss unavailing. See

Menkes v. U.S. Dep’t of Homeland Sec., 637 F.3d 319, 337 (D.C. Cir. 2018enkes the

agency submitted to the court a declaration from a Coast Guard official, Padiian, after
the Circuit renanded to the agency for further explanation of its action.The plaintiff
challenged this declaration as an impermisgiol&t hoaationalization.ld. The court found
this challenge “meritless,” reasoning as follows:

Wasserman'’s declaratiomas pesented in response to this court’s direction to the
Coast Guard to offer an explanation regarding the changed conditions from the
2003 to 2004 navigation season on remand.. “Needless to say, if it is
appropriate for a court to remand for furtherlexgation, it is incumbent upon the
court to consider that explanation when it arrive&lpharma, Inc. v. Leavift460

F.3d 1, 6 (D.CCir. 2006) As we noted in Local 814, International Brotherhood

of Teamsters v. NLRB546 F.2d 989, 992 (D.Cir. 1976)(per curiam):

The “post hocrationalizatiori rule is not a time barrier which
freezes an agency's exercise of its judgment after an initial
decision has been made and bars it from further articulation of its
reasoning. It is a rule directed at reviegvicourts which forbids
judges to uphold agency action on the basis of rationales offered
by anyone other than the proper decisionmakers.

Because Wasserman is a “proper decisionmaker,” d@slaratior—which
explairs why the agency allowed Menkssappointment to lapse in 26835 not
an impermissiblg@ost hoaationalization

Id. at 337;see alsd.ocal 814 546 F.2d at 992 (“The policy t¢iie post hoaationalization rule

does not prohibit [an agency] from submitting an amplified articulation of thaedistis it sees
... [In fact,] the logic of the rule requires it. If a reviewing court findselsend inadequate to
support a finding of reasoned analysis by an agency and the court is barred frateroansi
rationales urged by others, only the agency itself can provide the requiredatiant”).

Here, as in Menkeshe Court remanded this case to the DEA for a further explanation of

the basisdr its issuance of the ISO to Cardinal Lakeland and, in response, the agency provided
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AdministratorLeonhart’s declaration. Leonhart, the DEA administrator and issuer of the 1SO,
certainly qualifies as a “proper decisionmake¥lénkes 637 F.3d at 337As a consequence,
having remanded this case to the agency “for further explanation, it is incumbenhe pot

to consider that explanation” upon its arrivalAlpharma Inc., 460 F.3d at 6.

The Courtwill also consider the administrativecord provided by the DEA'Once an
agency presents a certified copy of the com@dtainistrativerecordto the court, the court

presumes that the recoslproperly designated,” and this presumption can be rebutted only by

“clear evidence to the contraryCalloway v. Harvey, 590 F. Supp. 2d 29, 37-38 (D.D.C. 2008);

accordBar MK Ranches v. Yuette®94 F.2d 735, 740 (10th Cir. 1998)arcum v. Salazar751

F. Supp. 2d 74, 78 (D.D.C. 2010)he DEA hagpresented a certified copy of the complete
administrative record to the Court, so there is a presumption that it is propegiyadedi And
because Cardinhdbsnot rebutedthis presumption by “clear evidence,” the Court deras the
full record that was before the DEA whemssued the ISO.
In sum, the Counvill considerboth the administrative cerd and Leonhart’s declaration
in evaluating Cardinal’'s RA challenges.
iii. Whether the DEA’s Issuance of the ISO was Arbitrary and Capricious
The 1SO sets forth the following basis for the DEA’s immediate suspensimiotec
2. On September 30, 2008, Cardinal entered into an Administrative
Memorandum of Areement (MOA) with DEA agreeing to “maintain a
compliance program designed to detect and prevent diversion of controlled
substances as required under the CSA and applicable DEA regulations.”

Furthermore, Cardinal “acknowledg[ed]” and “agree[d]” that tidigations
undertaken . . . do not fulfill the totality of its obligations to maintain effective

1 Although the Court appreciatéisat anyposthocrationalization from an agency, even one prompted dyuat's
remand, must be “viewed criticallyDverton Park401 U.S. at 420, the Courdbw has the ability to critically assess
the Leonhart declaration because it can compare it adiménistraive record provided by the DEA. Having done
so, and as shown below, the Court finds that Leonhart’s statementdeed supported by the record that was
before the agency at the time it issued the ISO.
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controls against the diversion of controlled substances or to detect and report to
DEA suspicious orders for controlled substances.”

3. Despite the MOA, the specific guidance provided to Cardinal by DEA, and
despite the public information readily available regarding the oxycodone
epidemic in Florida, Cardinal has failed to maintain effective control;istga
diversion of controlled substances into othanthegitimate medical, scientific,
and industrial channels, in violation of [the CSA|.

4. Since at least 2009, Cardinal’s largest purchasers of oxycodone products have
been retail pharmacies in the State of Florida engaged in a scheme to distribute
controlled substances based on purported prescriptions that were issued for other
than legitimate medical purposes and outside the usual course of professional
practice.

a. From January 1, 2008 through December 31, 2011, Automation of
Reports and Consolidate@rders System (“ARCOS”) data shows that
Cardinal’'s sales of oxycodone products to its top four retail pharmacy
customers exceeded 12.9 million dosage units. In 2010 and 2011 alone,
Cardinal sold 10.9 million dosage units of oxycodone to its top four
cusbmers. From 2008 to 2009, Cardinal's sales to its top four retalil
pharmacy customers increased approximately 803%. From 2009 to 2010,
Cardinal's sales to its top four retail pharmacy customers increased
approximately 162%.

The egregious quantities of oxycodone distributed by Cardinal to its top
four retail pharmacy customers well exceeded the amount of oxycodone
distributed to Cardinal’s Florida retail pharmacies, which received, on

average, approximately 5,347 dosage units of oxycodone per month.

[subparagraphs 4(b) through 4(e) break down the specific sales numbers of
oxycodone from Cardinal teach otthe four pharmacies]

5. Notwithstanding the large quantities of controlled substances ordered by
Cardinal’s top retail pharmacy customers, Cardingédato conduct meaningful

due diligence to ensure that the controlled substances were not diverted into other
than legitimate channels, including Cardinal’s failure to conduct due diligence of
its retail pharmacy chain customers. Furthermore, Cardiitatl feo detect and
report suspicious orders of oxycodone by its pharmacy customers, as required by
21 C.F.R. 8 1301.74(b). In addition, Cardinal’'s conduct described herein violated
the provisions of the Administrative Memorandum of Agreement [i.e., th&]MO

ISO 91 25.
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In additionto the foregoing findings, Administrator Leonhart’s declaratiotireeg
several factors that informed hagcision to issue the ISO.hese factors, when viewed in the
aggregateestablish thatite DEA’s finding that Cardinal’'s continued registration posed an
“imminent danger to the public health or safetgd a reasoned basisd was not arbitrary or
capricious.

The Growing Problem of Prescription Drug Abuse in FloriddministratorLeonhart

began her declaration by noting her “firsthand knowledge of the serious diversion pabdrgm
the East Coast and in the Midwest whose states have been ravaged by prescriptionsarlig a
as well as “Florida’s ongoing problem with prescription drug abuse” in particular.t' §Sov’
Suppl. Brief, Leonhart Decl. 1 8ee alsd\dministrative Record (“AR”) a8768 {nternal DEA
document noting that “drug overdoses [have] exceeded motor vehicle accidents &sad caus
death, starting in 2009,” and that “[a]buse of [controlled substancesg¢dgses abuse of all
illicit drugs combined, except marijuana.”); ISO § 3 (alleging that “despite the public
information readily available regarding the oxycodone epidemic in Floriddir@ahas failed to
maintain effective controls against diversinnShe addedhatas a result of hexxperience “in
conducting and leading drug investigations, [she] know([s] that any effeat@tegst must
address the problem at all levels, including distributors and suppliers.” Gov't's Suppl. B
Leonhart Declf 9. This is because, in her view, “[a] strategy that fails to attack everynlihk i
chain will only succeed in mouvintheproblem around,” and “the sheer volume of practitioners
and pharmacies make it impossible to significantly impact the prdijetargeting physicians
and pharmacies aloneld. Although bothparties gloss over these statements, the Court finds
them highly relevant in assessing teasonableness of tBEA’s decision to issue the ISO.

Indeed, theestatements lathe backgrond for the Administrator’s finding of “imminent
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danger,”andsupport an inference that haggcision was the “product of agency exise,” State
Fam, 463 U.S. at 43, whidls entitled to deference from this Court.

Cardinal Lakeland’s History of Inadequdientrols Against Unlawful DiversionAs

noted, he DEA previously issued suspension orders to three Cardinal facilities, including
Lakeland, in 2007. Gov't's Suppl. Brief, Leonhart Decl. § 13. In issuing the 2007 ISO to
Cardinal Lakeland, the DEA found “imminent danger to public health or safety bascdEA
investigation revealing that Cardinal Lakeland ‘failed to maintain effectuéals agaist
diversion.” Id. Specifically, the DEA’anvestigation revealed that between August 2005 and
October2007, the Lakeland Facility “distributed over 8,000,000 dosage units of hydrocodone
combination products to customers that it knew or should have known were diverting
hydrocodone into other than legitimate medical, scientific, and industrial chanlel§ 14.

This resulted in Cardinal entering into the 2008 MOA with the DEAY 17.

According to Leonhart, “Cardinal’s prior compliance problems, particuladgd at
Lakeland, played a significant role in [her] conclusion to issue the Feburary 2, ZDI2|dSY
18. As she reasoned:

[In the February 2,2012 1SO,] | found that Cardinal Lakeland had failed to

maintain adequatdiversion controls, had violated the terms of its 2008 MOA,

and posed an imminent danger to public health and safety. DEent
investigation indicated that Cardinal Lakeland had been distributing excessive
guantities of oxycodone to its top Florida retail pharmacy customers. DEA
previously suspended Cardinal Lakeland [in 2007] because of its failure to
maintain adequatsafeguards against diversion, a conclusion DEA reached after
an investigation into Cardinal Lakeland’s distribution of hydrocodone to internet
pharmacies. Although the drugs and the end customers were different, the
common thread was Cardinal Lakelandisadequate antliversion measures.

The results of the recent investigation strongly indicated to me that, ryotatiés

promises in the 2008 MOA, Cardinal had not maintained adequatdiarision
measures at its Lakeland facility.
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Cardinal cotendsthat allegation®f pastmisconductire perseinsufficient to show
“imminentdanger” under 8§ 824(dSeeCardinal’'s Supl. Mem. at 3. While this argument
would have meriif the allegations of past misconddotmedthesole basis for the ISO, the
Administratorreasonably consideré€thrdinal’'spastinfractions—and, in particular, the prior
allegations of inadequate diversion coigrat the Lakeland Faciliy+asonly onerelevant factor
in herdetermination thaCardinalLakeland’s immediate suspension was necessguyelvent
imminentharmto the public.Other district courts have reached similar conclusions regarding
the DEA's reliance on prior violations in issuing immediate suspension orfeekasy

Returns Worldwide, Inc. v. United States, 266 F. Supp. 2d 1014, 1021 (E.D. Mo. 2003)

(“Plaintiff argues that DEA’s actions are unjustified because of et on past events . . . .
[However], the prior violations serve as a background to the events which ultimataipated
in the suspension of the registration. The bdsi$ fhe DEA’s decision to suspend was an on-
going examination of the continued violations prior to and during the decision making

process.”)MediPharmRx, Inc. v. GonzaledJo. 06-cv-2223, 2007 WL 601722, at *5 (M.D.

Fla. Feb. 16, 2007) (stating that “[t]he prior violations serve as a backdrop to the baents t

culminated in the DEA’s issuance of the Suspension Orgef.’Alra Labs. Inc. v. DEA, 54

F.3d 450, 452 (7th Cir. 1995) (“An agency rationally may concthdepast performance is the
best predictor of future performance.”).

Cardinal also asserts that the DEA's reliance on data dating from askaa3a008, as
well as the delay between the execution of its warrantatab@r 25, 2011, and its issuance of
the ISO on February 3, 2012, undermines its conclusion that Cardinal’s continuedtiegistr
presented an “imminent” danger. Cardinal’s Reply at 11-13. But, as explained aedvEA

could reasonably rely on sales trends from past years to show a pattern giatadati-
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diversion efforts, which ultimately culminated in the need for immediatgesis#on in February
2012. Moreoverthe DEA's delay between the execution of its warrant and issuance of the 1ISO
is reasonably attributed to the agency’s review of information gleaned fronathent and
subpoena it served on Cardin8leeGov't’'s Opp’n at 28-29. The DEA should not be faulted for
conducting an investigation and carefully considering its fruits before takingythicant step

of issuing an immediate suspension order.

Large andncreasing Volumes of Oxycodone Shipped to ther RharmaciesAs

detailedabove, the ISO lists the units of oxycodone sold by the Lakeland Facility to the fou
pharmacies from 2008 to December 208EkelSO 1 4 “Compared to the average number of
dosage units distributed monthly to Cardinal Lakeland’s dtlmida retail pharmacies,”
Leonhart found that “the average monthly distribution to Cardinal Lakeland’'stogdistomers
was staggering.'Gov't’'s Suppl.Brief, Leonhart Decl. 22 (emphasis added). Specifically,

Cardinal Lakeland’s other Florida retail pharmacies received, on average, 5,347

dosage units per month [from Cardinal Lakeland]. In contrast, CVS 5195

received approximately 58,223 dosage upégs month from Cardinal Lakeland;

Caremed received approximately 59,264 dosage units per month from Cardinal

Lakeland; Gulf Coast received approximately 96,664 dosage units per month

from Cardinal Lakeland; and CVS 219 received approximately 137,994 elosag

units per month from Cardinal Lakeland . . . . The total distribution to Cardinal

Lakeland’s top four retailers equates to approximately 50 times the amount of

oxycodone compared to the average Florida retailer that Cardinal Lakeland

services.
Id.; see alsolSO 1 4(a).

Leonhart added that the volumes of oxycodone that Cardinal shipped to the four
pharmacies were not only large, Iwaid drastically increasedsov't’'s Suppl. Brief, Leonhart
Decl. T 20see alsdSO 1 4(a) (noting increases of 803%nfir@a008 to 2009, and 162% from
2009 to 2010)AR at 8881-8884 (showing increases in oxycodone volumes to the four

pharmacies from 2008 to 2011). To be sure, as Cardinal pointee@ardinal’s Suppl. Mem.
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18, the data showing an 803% increase in oxycodone sales from 2008 to 2009 is misleading
because it compares two months of data in 2008 to an entire year’s worth of data se2869,
at 8881-8884.But theadministrative recordoes reveal steady increases in aggregate
oxycodone distribution from 2009 to 2011 based fair comparison of the yearly data. #ke
Leonhart also “considered the high distribution numbers of controlled substances by
Cardinal Lakeland to CVS 219 and 5195 in the context of the pharmacies’ location in Sanford,
Florida, a city of approximately 53,570 residents.” Gov't’s Suppl. Brief, Leonhait D&3.
She found it “highly suspect that two of the fourteen pharmacies in a city of only 53,570
residents could alone be dispensing 7.2 million dosage units of oxycodone ap@raximately
three year period.ld. Based on Leonhart’'s knowledge and experience, “this quantity grossly
exceeded the oxycodone needs for a population of that d&ze.”

Failure to Conduct Due Diligence at Chain Pharmacies Despite Warning Sspshart

had “information before [her] that Cardinal Lakeland was improperly relymghain

pharmacies to police themselves, rather than performing independent due diligspite

having been told that this was unacceptabld.” 27;seeAR at 8767 (internal DEA document

noting that in 2011 “Cardinal Lakeland staff told [DEA personnel] that they had madtite

with chain pharmaciedut that Corporate handled all business with chain pharmacies,” and that

“CVS stalff told [DEA personnel] that they had never had any interaction withr@hsdaff.”).
Leonhart alsdearned of interviews witpharnacids at CVS 219 and 5195 that revealed

their pharmacistsfailure to understand the “basic warning signs of diversion,” which, in turn,

cast doubt on Cdmal Lakeland’sown antidiversion protocols SeeGov't's Suppl. Brief,

Leonhart Declf{ 24, 27.0neCVS pharmacisteported that “customers often request[ed]

certain brands of oxycodone using stigand; that he saw nothing “wrong with two
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individuals living at the same address receiving the exact prescriptions for lsmhsabstances
from the same practitioner; and that no one from CVS corporate had said anythimgabout
the high volume of oxycodone dispensed at his stdee.Y 24. Anotler pharmacist “described
many of her customers as ‘shady’ and admitted that some oxycodone p@ssspe filled

were probably not legitimate . . . . She also instituted a daily limit on the number ofioxc
prescriptions the pharmacy would fill each day so that she had enough oxycodone firavhat

described as ‘real pain patientsld.; see als®R at154 (describing annterview witha CVS

pharmacist).Leonharidetermined that if Cardinal Lakeland had “taken basic steps to investigate
[the pharmacies’] activities, it would have detected serious problems witip itsur

customers.” Gov't’'s Suppl. Brief, Leonhart Decl. | Zecause “Cardinal Lakeland sold high
volumes of oxycodone to [the] CVS stores despite all the warning signs,” she eahttiad
“Cardinal’'s Lakeland Facility had failed in its obligation to identify, mepand act upon the
suspicious nature of the orders placed by these stoiesT"24.

Evidence of General Deficiencies Reqgarding Abitrersion Controls. Leonhart’'s

“imminent danger” finding was natlited only to the four pharmaciedd. { 27. At the time

she issued the ISO, she had information demonstrating that Cardinal Lakeldicdswitsiting
significantly higher amounts of oxycodone than the national anddBlaxerage retail pharmacy
to more than twenty-five pharmacies, not including the four pharmacies mentiohed30t”

Id.; seeAR at 8905-8906 (listing Cardinal Lakeland’s 2011 oxycodone sales to several
pharmacies Furthermore, Leonhart considered information that she viewed as reflecting
Cardinal’s misunderstanding of the scope of its anti-diversion obligations. Fardast letter
from Cardinal to the DEA dated October 27, 2011, indicated to Leonhart that Cardinaddbelie

that the DEA, and not Cardinal, was obligated to determine which of Cardinal Lakeland
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customers had been engaging in improper diversion, déispilEA’s position that “DEA
registrants, including Cardinal Lakeland, have an obligation to monitor thednoeist for
possible diversion of controlled substances.” Gov't's Suppl. Brief, Leonhart Decl. § 30.
“Cardinal’s request for DEA to identify their own problem customers indicat¢Leonhart]

that Cardinal Lakeland still did not understand its obligations as a DEA registid.

Likewise, agustnoted, Leonhart had information showing that “Cardinal Lakeland was
improperly relying on chain pharmacies to police themselves,” instead of ¢mggit€ own due
diligence and orsite visits. Id. 1 27. Based on this information, Leonhart “found that Cardinal
Lakeland’s antdiversion efforts were inadequate, both with respect to its top four cust@sers
well as to its customers generallyid.

The Administrator's Consideration of Mitigating Evidendeardinal contends that in

deciding to issue the ISO, the DEA ignored Cardinal’s cessation of distributioa @aterad
and Gulf Coast pharmacies in September and October 2011, its reduction of distributions to the
two CVS pharmacies in October 2011, and other remedial steps taken by the co8gmny.
Cardinal’'s Mem. at 16. Leonhart’s declaration indicates otherwise. ds stwit Leonhart
considered these mitigating factors, but ultimately concluded that “Cardikaldnd still posed
an imminent danger to public health and safety” for the following reasons:
e “The monthly distributions to the CVS stores in late 2011 remained significantly
higher than the average Cardinal Lakeland Florida retail pharmacy anidttice F
state average.Gov't's Suppl. Brief,Leonhart Decl. { 26
« “[T]he distributing pattern of sales to all four pharmacies over an extended @éri
time gave [her] reason to believe that Cardinal Lakeland did not have adequate anti

diversion controls in place with regard to its sales to its more than 5,200eithkr r

31



customers.”ld. (emphasis added). In other words, the Administrator’'s concerns with
Cardinal Lakeland were not limited to the four pharmacies.

She “also did not give great weight to Cardinal Lakeland’s cessation of sales to
Caremed and Gulf Coastéits reduced sales to CVS 219 and CVS 5195, because
[she] was aware of evidence that other Cardinal Lakeland customers were also
receiving extraordinarily large amounts of oxycodone from Cardinal Laketand a
well, including other retail chain pharmaciedd. { 27.

“In general, Ehe] give[s] less weight to remedial measures and decreased sales that
occur following the execution of an [Administrative Inspection Warrant],” id. f28,
was the case with Cardinal Lakel&ndeduction of oxycodone distribution to the two
CVS pharmaciesAs Leonharexplained, “[i} is not uncommon for registrants to

make efforts to cooperate with DEA after coming under investigation. While [she]
gave these efforts some weight in [her] consideration, [she does] not vievaghem
dispositive evidence that the registrant has brought itself into full compliaticéhe
requirements of the CSA.Id.

Leonhart also considered an October 27, 2011 letter from Cardinal to DEA explaining
Cardinal’s national anti-diversion program (etiwas sent after Cardinal executed

its warrant at Lakeland)ld. 1 30. This letter “failed to persuade [Leonhart] that
Cardinal Lakeland did not pose an imminent danger” because “[i]t focused primarily
on Cardinal’s national efforts, while DEA’s was focused on Cardinal Lakelddd.”
Furthermore, as noted above, Leonhart was “troubled” by the letter’s itmguii¢hat

DEA, and not Cardinal, was responsible for identifying potential diverdohn.
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Having examined the Administrator’s rationale, the Cparises to emphasittee scope

of its review under the APA. Although judicial review under the arbitrary and caysic

standard should be “searching and careful,” Overton Park, 401 U.S. at 416, the level of scrutiny

employed must be tempered by the context of the agency’s admiat’| Cable Tele. Ass'n v.

Copyright Royalty Tribunal, 724 F.2d 176, 181 (D.C. Cir. 1983). Indeed,

[t]he tautness of court surveillance of the rationality of agency decisiang. . .
depends on the nature of the taskigsed to the agency. If Congress sets precise
guidelines for agency action, courts must tightly review the agency’'sidagtd
determine whether the congressional instructions have been observed. On the
other hand, if Congress entrusts a novel mission to an agency and specifies only
grandly general guides for the agency’s implementation of legislative policy
judicial review nust be correspondingly relaxed.

The Controlled Substances Act providestttitee Administrator “may, in h[ediscreton”
issue an ISO “in cases whdsgghefinds that there is an imminent danger to the public health or
safety.” 21 U.S.C. § 824(d) (emphasis added). Far from providingciseguidelinesthat
restrict the meaning dimminent danger,’the Actvests the Administrator with discretion to
makesuch a determination. In additidhe statute contemplates that an ISO will be issued in
emergency circumstances, prior to an administrative hearing or the develafrad¢ormal
evidentiary record. Thus, given the degree of discretion vested with the Adnoniasavell as
the summary and urgent nature of an I1ISO, the Coratiew*must be correspondingly relaxed.”

Nat'l Cable Tele. Ass'n724 F.2d at 181.

Applying these principles here, the Cbconcludes that the DEA’s issuance of the 1ISO
easilypasseshearbitrary and cajicious standard of review. When viewed in the aggretjate,
factors considered bydministratorLeonhart—including (1) the rampant pharmaceutical drug

problem in Florida, (2) Cardinal Lakeland’s history of inadequate anti-divecentrols, (3) the
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large and increasing amourisoxycodone distributed by Cardinal Lakeland to the four
pharmacies from 2009 to 2011, (4) the sizeable amounts of oxycodone distributed t&r 25 oth
pharmacies in 201that exceeded state and national averaye$(5) the evidencef Cardinal
Lakeland’s failure to monitor its chain pharmacy custopagspiteclear warning signs of
inadequate antiliversion controls at those pharmacies—providedasonable basis for her
conclusion that Cardinal Lakeland’s continued registration posed an “imminent datige
public health or safety” under § 824(d). The Administrator “provided a satisfactolignaxion
for [the DEA’s] action including a rational connection between the facts found antdive
made,” and her decision does not reflect a “clear error of judgm8tdté Fan, 463 U.S. at
430. Furthermoreher consideration and rejection of Cardinal’'s remedial efforts indicates th
she adeqately considred all of the available information before rendering her deciSeeid.
Cardinal’sAPA claim challenging th&dministrator’s issuance ahelSO as arbitrary and
capriciousis, therefore, ndtkely to succeed on the merits.

2.  Cardnal’'s APA Claim Challenging the Facial Adequacy of the ISO (Count 1V)

Count IV of Cardinal’'s complaint asserts an APA claim challenging the fategluacy
of the 1ISO. SeeCompl. 11 67-69. Specifically, Cardinal notes that DEA regulations direct that
ISOs “shall contain a statement of [heéministrator'g findings regarding the danger to public
health or safety,” 21 C.F.R. § 1301.36(e), and tiestatement of findings in the ISi@ereis
inadequate, Compl. 1 67-68. Cardinal therefore contends that the ISO was isdumat “wit
observance of procedure required by law,” in violation of APA § 706(2)(D).

The question of whaype of“findings” must be contained in 480 to atisfy 21 C.F.R.
8 1301.36(e) appears to be one of first impression. Both parties urge the Court to read the

81301.36(e)n pari materiawith its accompanying regulations, but obviously reach different
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conclusions.Cardinal’'sposition is thathe“findings” required by § 1301.36(e) “callfpr a
detailed statement of the factual basisth® agency’s decision.” Cardinal’s Suppl. Mem. at 7.
In support of this interpretation, it claims that 8 1301.36(e) should be read in conjunction with
another regulatiowithin the CSA frameworkwhich requires thatfindings of fact” be included
in “final orders” issued after ®mrmal evidentiary hearing beforeeDEA. See2l1 C.F.R. §
1301.46. Thisegulationis, however, plainly notomparablé¢o § 1301.36(e), aanISO is
issuedprior toa hearing. ltvould beuntenable to requirgnatan ISOcontain findings
equivalent to those found a “final order” issued aftea hearing.

The government, on the other hand, urges the Court to look to aG@@Aeegulation,
21 C.F.R. § 1301.37(c). Gov't’s Suppl. Brief at 2. This regulation governs the contents of an
order to show cause, which is the order thiitates revocation andusg@nsion proceedings
before the DEA See21 C.F.R. § 1301.37(cUnder § 1301.37(c), show cause orders must
“containa statement of the legal basis for such hearing anttiéadenial, revocation, or

suspension of registration aadsummary of the matters of fact and law assértitl (emphasis

added). The governmerdissertdhat this rgulation should be read together with § 1301.36(e)
because immediate suspension and show cause orders are “inextricably bound,” and, in
accordance wh “longstanding DEA practice,” are included in one document. Gov't's Suppl.
Brief. at 23; see als®1 C.F.R. § 1301.36(€‘l f the Administrator so suspends, he/she shall
servewith the order to show cause pursuant to 8 1301.37 an order of immediate suspension
which shall contain a statement of[fer] findings regarding the danger to public health or
safety’! (emphasis addell) Reading the two regulations in conjunction, the government
maintains that the requisite “statement of . . . findings” in an ISO need only contaimmary

of the legal and factual basis for suspending an entity’s registraticowt'$sSuppl. Brief at 3.
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Regardless of whether the Coagreeswith thisinterpreationof § 1301.36(e), the Court
finds that the DEA’s reading of the regtibn is entitled to deferenc8he Supreme Court has
made clear thatourts must “defer to an agency’s interpretation of its own regulation, advanced
in a legal brief, unless that interpretation is ‘plainly erroneous or inconsigtérthe
regulation™ or there is any/ reasorto suspecthattheinterpretatiordoes noteflectthe

agency'sfair andconsidered judgment on thaatterin question” Chase Bank USA, N.A. v.

McCoy, U.S. , ,131S.Ct. 871, 880 (2011) (quoting Auer v. Robbins, 519 U.S. 452, 461

(1997). The Circuit has noted an additional requiremersioatalled_Auerdeference: “the

language of the regulation in question must be ambiguous, lest a sivbbtarew rule be

promulgated under the guise of interpretation.” Drake v. FAA, 291 F.3d 59, 68 (D.C. Cir. 2002).
Here, because theeaning othe term‘findings” is not evident from the text of 8

1301.36(e) alone and is open to more than one reasontsf@etation, it issmbiguous.See

Humanoids Group WRogan 375 F.3d 301, 306 (4th Cir. 2004) (finding regulatarygjuage

“ambiguous$ where its “precise import” wasriot free from doubt™ (quoting Martin v. Occup’l

Safety & Health Review Comm; 499U.S. 144, 15@¢1991). And the reading offered by the

DEA, through government counsel, is not plainly erroneous or inconsistent with thegicegul
Indeed, itis plausible for the DEA t@onclude thajust as a show cause order need only contain
a “summary of the matters of fact and law asserted,” 21 C.F.R. § 1301.36(e), an immediate
suspension order need only contain a “summary” oAthministrator’slegal and factual

“findings regarding thelangerto public health or safety,” id. § 1301.36(e), pattacly in light

of the interrelationship between show cause and immediate suspension dhiergading is
alsoconsistent with the nature of #XO—an emergency ordéssued based upon preliminary

findings made prioto an administrative hearirgbecausea “summary” of the Administrator’s
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findings comports with the urgent nature of the agency action being t8kee#halid v. Holder,

655 F.3d 363, 367 (5th Cir. 2011) (“[A] statutory provision cannot be read in isolation, but
necessarily derives meaning frahe context provided by the surrounding provisions, as well as
the broader context of the statute as a whole.

Nor is thereaserious feasorto suspecthattheinterpretationdoes noteflectthe
agency'sfair andconsidered judgment on th&atterin question.” Auer, 519 U.S. at 461As
Cardinal correctly noteseeCardinal’'s Suppl. Reply at 9, the Court should treat DEA’s reading
of its regulationwith some skepticisrout of concern that it may benzere“post hoc
rationalization advanced by agemcyseeking to defend paagencyaction against attack,”

Auer, 519 U.S. at 462. Howevéfw]here the agency’s litigation position is consistent with its
past statements and actions, there is good reason for the court to defer, for theitidhe pos
seems ‘simply to articulate an explanation of longstanding agency practideake 291 F.3d at

69 (quoting Akzo Nobel Salt, Inc. v. Fed. Misafety and Health Review Conmm?212 F.3d

1301, 1304D.C.Cir. 2000));see als@ss’n of Bituminous Contractors, Inc. v. Apfel, 156 F.3d

1246, 1252 (D.C. Cir. 1998) (“[T]he Commissioner had not, prior to this litigation, carefully
explained why he believes that coal contractors may be assigned respipnsidér the statute.
Yet the Commissioner has consistemtigde assignments to coal construction companies under
the Coal Act, and in doing so must have interpreted the Coal Act to allowTthiatlitigation

offers the Commissioner his first opportunity to explain his decision. We defeutsels
explanatiorbecause it represents the agency’s fair and considered judgment.” (interniuota
marks and citation omittel) This rationale applies here. As noted, this case appears to be the
first time in which gparty has challenged the adequacy of the DEA'glings” under

1301.36(e), and thus the first opportunity for the DEA to defend its reading of the “Bihding
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language. It has, moreover, been a “longstanding agency practice” E#® combine
show cause and immediate suspension or@rg’t’'s Suppl. Brief at 3,andto include the
following boilerplate sentence the introduction of those orders: “The basis for this Order to
Show Cause and Immediate Suspension of Registration is set forth in the following non-

exhaustive summary of factggelSOat 1;AR at 8799 (examples of severahow cause and

immediate suspension orders from 2007) (emphasis ad@ib®) non-exhaustive summaigyf
facts”languages consistent with theeading of the regulation currenthgingadvanced by the
DEA before thisCourt. For these reasonthe Court deems it appropriate to applyer
deference to the DEA’s reading of § 1301.36(e).

Applying thatreadinghere asummary of the fetual and legal grounds for the
Administrator’s determinatiois all that is needed taqvide the required “statement of . . .
findings regarding the danger to public health or safety.” 21 C.F.R. § 1301.36&50
passes mustemder that standarthr it sets forththe following findings (many of which are
couched in conclusory terinshedrastically increasing and large volumes of oxycodone
distributed to Cardinal Lakeland’s top four customers from January 2008 to Decpilieghe
readily available public information regarding the oxycodone epidemic in Fl&@atdinal’s
violations of the 2008 Memorandum of Agreement, Cardinal’s failure to conduct due diligence,
Cardinal’s failure to detect and report suspicious orders, and Cardinal’s tailmantain

adequate antliversion controls.SeelSO 1 35. Accordingly, Cardinal’slallenge to the ISO
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based on the agency’s alleged inadequate statement of findings under § 1301.36(&glg not
to succeed on the merits.

3. Cardinal’'s Procedural Due Process Claim (Count I1)

Cardinalalso claimghat the ISO deprived it of its pregy interest in its DEA
registration without due process of law. Compl. 1 53-58. Cardinal acknowledges that § 824(d)
authorizes the DEA to suspend a DEA registration without notice and an opportunity txde he
if the Administrator finds that contindeegistration poses an imminent danger. Cardinal’s
Reply at 6.Yet, Cardinal claims that because registrants have a protected property interes
their DEA registrations, aactualimminent dangemust be shown by the government in order to
satisfy equirements of due process. Cardinal’s Mem. at 15. In other words, Cardinal contends
that unless the Coudietermineghat athreat of imminent dangg@resentlyexists, due process
requires that the DEA grant Cardinal a hearing prior to suspendingigsration. See
Cardinal’'s Reply at 7afguing that th&'imminent danger'standard . . is a due process floor,”
and that “after satisfying itself that the agency provided a reasoeglilEnation [under the
APA], the Court must also conclude that a need for emeygatervention actually existsin

orderto satisfy due proceps

2 Even if thelSO’s statement of “finihgs” wasnot adequate to safy the DEA regulation, this would not have
materially dfectedthe outcome of this case. Specifically, if the Court had determined th&@efindings were
not adequate to satisfy § 1301.36¢be Court still would havdenied Cardinal’s preliminary injunction motion
based on its failure to show irreparable injury. To be swex without a showing of irreparable injury, if the Court
had declared that the ISO did not satisfy § 1301.36@)linal would have been eted to relief under the APA.
SeeAm. Bioscience269 F.3d at 1084 [¥W] hether or not appellant has suffered irreparable injury, if it makeisso
case under the APA it is entitled to a remedyBut assuming that relief would have consisted & 8O being
vacated and the case being remanded to the agency, the DEA, on remand, wohkenhfaee to issue a new ISO
to Cardinal Lakeland, presumably including #ane information contained in Administrator Leonhart’s
declaration. Here, the Court deemed the ISO inadequate to conduct judicialusdier the APAand thus
remanded to the agency for further explanation. Although the Court did mtévhe 1SO in remanding to the
DEA, enforcement of the ISO was enjoined as a result of the Caamtjgorary restraining order, which in effect
had the same impact as vacating the ISO. Thus, in all likelihood, the safheltiesately would have been
rendered by the Court regardless of whether the ISGle@medompliant with § 1301.36(e).

39



This claim is likely to fail formultiple reasonsFirst, it conflicts with thestatute. Section
824(d) provides thtahe Administrator “may, in h[eiscretion, suspend any registration . . . in
cases whergs]he finds that there is an imminent danger to the public health or safety.” 21
U.S.C. § 824(d) (emphasis added). The wofslhé finds”unambiguously indicatthat the
Administrator, not the Court, is charged with assessing whether there isramé&nt danger”
justifying immediate suspension of a DEA registration. Cardinalavibase the Court rewrite
the statuteo only permit an ISO to issue “where there . . . is an imminent danger,” based on such
a finding by the Court, buhat is not what & law provides.

Second, irview of the particular regulatory scheme at issue l@&aedinal’s due process
claimis not likely to succeedA due process challenge entails atstep analysis(1) whether
the plaintiff has beedeprivedof a protectednterest in property or liberty; and (2) if such a
deprivation is shownyhether thegovernment’s procedures comport with due procé&ssneral

Elec. Co. v. Jackson, 610 F.3d 110, 117 (D.C. Cir. 2010). Regarding step one, no one disputes

that Cardinal was deprived a protected property interest in its DEA egmgistr Proceeding to
step two, there is a “welrecognized principle thatueprocesgpermits [the government] to take
summary administrative action without giteprivation process, but subject to a prompt post-

deprivation hearing, where such action is needed to protect peblithand safety.”DiBlasio

v. Novello, 413 Fed. App’x 352, 357 (2d Cir. 2011) (citing Gilbert v. Homar, 520 U.S. 924, 930-

33 (1997); Hodel v. Va. Surface Mining & Reclamation Ass’'n, 452 U.S. 264, 300 §1981)

Soranno’s Gasco, Inc. v. Morgan, 874 F.2d 1310, 1318 (9th Cir. 1988 \(élll-settled that

protection of the publimterestcan justify an immediate seizure of property without a prior
hearing”). The statutory scheme in this case @SA, comports with “this welecognized

principle,” insofar ast permits a préhearing suspension based on a finding of “imminent dange
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to the public health and safety,” 21 U.S.C. § 824(d), and the DEA'’s regulations provide
registrants with @rompt post-deprivation hearing at thedguestsee21 C.F.R. 8 1301.35§
(“Any registrant whose registration is suspended under paragraph (e) sf¢hs may request
a hearing . . . at a time earlier than sfiediin the order to show cause. . . . This request shall be
granted by the Administrator, who shall fix a date for such hearingrBsas reasonably
possible.).

Cardinal does not dispute this pgias it has mounted no facial challenge to the statute.
It instead contends that due process requiresadatnovadfinding of imminent danger be made
by the Court, without according any deference to the Administrator’s fildiBut, as already
explained, this reading is inconsistent with the plain meaning of théestalongress deemed it
appropriate to confer upon the Attorney General (and, by designatiohgtiaistrator of the
DEA) theauthorityto make an emergency determination thpagy’s continuedEA
registration poses an imminent danger to the public. 21 U.S.C. § 824(d). Congress did not grant
this Court the power to substitute its own judgnmregirding the existence of anminent
dangeffor the judgment of the Administrataror does Cardinal cite any authordtyoffer any
convincing reasomwhy due process requires the Court to do so.

In short, Cardinal’s mrcedural due process claimnist likely to succeed on the merits.

Bin support of Cardinal’s claim that the Court should malle movodetermination as to whether an “imminent
danger” actually exists in evaluating its due process claim, CardinalclteéSassone Bakery Inc. v. NLRES4

F.3d 1041 (D.C. Cir. 2009). Thetége court noted that “in contrast with other aspects of [an agentacigion

which we review deferentiallya'reviewing court owes no deference to the agency’s pronouncement on a
constitutional question.”1d. at 1044 (citation omitted). Yet, the @ does not discern how the DEA'’s issuance of
the ISO or its finding of “imminent danger” here could be construed as adipmoement on a constitutional
guestion” subject tdenovoreview. Cardinal’'s unexplained citation to this case is unavailing.
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C. Balance of Hardshipsand the Public Interest

Having found no likelihood of success on the matsany of Cardinal’s claimand the
absence offreparable harm, it is not necessary to engage in a lengthy discat#en
remainingtwo factors, so the Court will give them only brief consideration.

The balance of hardshipseighin the government’s favor because Cardinal’s showing of
irreparable harm is weakt best, whereas the governmieas a strong interest imf@rcing the
CSA and ensuring that pharmaceutical drugs are not improperly divertedivehile t
administrative proceedings befdre DEA are pending.

The public interest factaweighs in favor of both parties to some degrée. the one
hand, Cardinal malsea substantialhowing tlatthere is a public interest in legitimate patients
obtaining needed medications in a timely mani@@eCardinal’'s Reply aR4. On the other
hand, therés aweightypublic interest in preventing the illegal diversion of prescription drugs,
particularly in light of the rampamind deadlyroblem of prescription drug abuse in Florida.
addition, the facts that other distributors are available to service Cardikelahd’s customers
in Florida, and that Cardinal itself will lzble to serve these customers from other facilities
(albeit with some delays in shipmeiatsd additional shipping costs), underCatrdinal’s claim
that a préminary injunction is necessary serve the public interest. Thuhis factor tips in the
government’s favor.

IV. CONCLUSION

The balance of the preliminary injunction factors weighs in favor of der§andinal’s
motion. Without a showing of likely success on theitser irreparable harmCardinal cannot
obtainpreliminary injunctive relief.And for what it is worth, the balance of hardships and

public interesalsoweigh in the government’s favoAccordingly, because Cardinalasfailed
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to make an adequate showing on any offdlse preliminary injunctiorfactors its motion for a
preliminary injunction must be denied.
SO ORDERED'this 7th day of March, 201

REGGIE B. WALTON
United States District Judge

14 An order consistent with this memorandum opinion was previously isgubeé ICourt on February 29, 2012.
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