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UNITED STATES DISTRICT COURT
FOR THE DISTRICT OF COLUMBIA

IVY SPORTS MEDICINELLC,
Plaintiff, Civil Action No.: 11-1006RC)
V. Re Document No.: 82
SYLVIA M. BURWELL, et al,

Defendans.

MEMORANDUM OPINION

DENYING PLAINTIFF 'SMOTION FOR ATTORNEYS' FEES AND EXPENSES

I. INTRODUCTION

Plaintiff vy Sports Medicine, LLE (“Ilvy”) successfully demonstrated in this case that
the Food and Drug Administration (“FDAhad unlawfully rescinded a decision to clear Ivy’s
medical device for marketvy now seeks an award of attorneys’ fees and expenses incurred in
litigating its claims under the Administrative Procedure Act (“APABe5 U.S.C. 88 50@t seq.
lvy claims that it is entitled to reasonable fees and expenses pursuant to the Equatddcces
Justie Act (“EAJA"), 28 U.S.C. § 2412(d)(1)(A), because it was the “prevailing party” & thi
litigation and because the government’s position was not “substantstifjejd.” Because the
Court concludes thahe government’gosition was substantially justified, the Court will deny

lvy’s motion.

! This action was originally filed by ReGen Biologics, Inc. (‘ReGen”jteAReGen
filed for bankruptcy, Ivy acquired the right to pursue this action un@dr af Sale dated June
30, 2011, and this Court granted ReGen’s unopposed motion to substitatephaintiff
pursuant to Federal Rule of Civil Procedure 25@¢eAug. 19, 2011 Order, ECF No. 12. In
addition, Sylvia M. Burwell has been substituted for Kathleen Sebelius as Daff@odsuant to
Federal Rule of Civil Procedure 25(d).
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. FACTUAL BACKGROUND

This Court and the D.C. Circuit have both explained the factual and regulatory
background surrounding this case in det8ike Ivy Sports Med_LC v. Burwell 767 F.3d 81,
83-86 (D.C. Cir. 2014)yvy Sports Med LLC v. Sebeliy938 F. Supp. 2d 47, 49-54 (D.D.C.
2013) see alsd&CF No. 75. The Court assunfamiliarity with thoseprior opinions, anavill
confine its own discussion to the facts and regulatory provisions most reletampi@sent
motion.

In 1976, Congresgassed the Medical Device Ameneints to thd-ederalFood, Drug,
and Cosmetic Act'FDCA”) in order to provide for the regulation of medical devited are
intended for human usé&eeMedical Device Amendments of 1976, Pub. L. No. 94-295, 90 Stat.
539;see als®1 U.S.C. § 30&t seq.The amendments divided medical devices into three
categories, Class I, Class I, @lasslll, “according to the degree of regulation thought
necessary to provide reasonable assurance of each device’s ‘safety and effetiv€ontact
Lens Mfrs. Ass’'v. FDA 766 F.2d 592, 594 (D.C. Cir. 1985)s relevant here, the amendments
classify a device not introduced into interstate commerce before May 28, 197&hevR&A
refers to as a “postmendment device”), by default, into Class Bee21 U.S.C. 860c(f)(1).
A Class Il devicas the most heavily regulated, and cannot “be sold to the general public until,
through a costly and time-consuming process, it had gained thesFA&market approval.™
Contact Lens Mfrs$.766 F.2d at 594.

Alternative putes to market areavailablefor somepostamendment devicehowever.
For examplea postamendment device may be ddedas a Class | or Class Il devidghe
deviceis “substantially equivalent to another device” thatdlesady been classified those

classes See21 U.S.C8 360c(f)(1)(A). A device is considered “substantially equivalent” to a



preexisting device if the device “has the same intended use as the predicate devideéand ei
“has the same technological characteristics as the predicate device*diffeemnt
technological characteristics” but neverthelesshigen shown tbe as safe and effective that
predicate deviceld. 8 360c(i)(1)(A). A device manufacturer may seek “substantial
equivalence” status bgubmitting a “pemarket notification,” or what the agency refers to as a
section510(k) application or clearance, which triggers an FDA revigee21 U.S.C. § 360(k);
see also vy Sports Med67 F.3d at 83If the FDA determines that the device is substantially
equivalent to an existing device, the agency issues a classification order “detiiaroheyice to
be substantially equivalent to a legally marketed predicate de2it&;’F.R. 8 807.1(8)(1)
which “allow[s] the device to be marketed subject to approprésteictions,”lvy Sports Med.
767 F.3d at 83.

In 2005 and 2006ReGen Biologics (“ReGentjice submittegpremarket notificatios
for the Collagen Scaffold (“CS”g device which Ivy describes as intended “to reinforce
damaged or weakened meniscal Sefiue in the knee and to provide a resorbable scaffold for
replacement by a patient’s own soft tissu8eeCompl.  19see als®A.R. 559. Althoughhe
premarket notificatiomasserted that the CS wagbstantially equivalent fareviously approved
surgical meshesind sought a Class Il classificatieeeA.R. 559, 1279, th€DA rejected each
notification,seeA.R. 1207, 2426. In December 2007, several monties tife FDA rejected the
secondotification, members of New Jersey’s congressional delegation (where ReGen was
basedl, wrote to the FDA concerning tlagency’s review of the CSSeeA.R. 2431. Bothle
FDA Commissioer andthe therdirector of the FDA’s Center of Devices and Radiological

Health, Dr. Daniel Schultzhereaftemet withReGen representativeSeeA.R. 2627. The



officials took no further action on ReGsmpreviously denied applications, but ReGen was
informed that it couldubmit anew, revisegre-marketnotification. Id.

In July 2008, ReGen did submit a thpeemarket notification. As with the first two
notifications, the=DA reviewers recommended that the CS be dowot substantially equivalent.
SeeA.R. 2836. But instead of issuing a final decision, Dr. Schultz sought additional input from a
special Ortlpedic Advisory Panel, which concluded that @&was “as safe and effective as
the predicate devices.SeeA.R. 2976. On that basis, among others, Dr. Scimdtzed a letter
to ReGeninforming it that the CS had been found toshiestantially equivalent to the existing
devices and classified the CS as a Class Il deBe®A.R. 3240-42.

After the CS was cleared for market, however,Wadl Street Journapublished an
article claiming that the CS’s approval process had been colored by poligsairps, several
othermembers of Congress raisieir own concerns with the FDA, and a group of FDA
employees wrote to President Obaaflaging that Dr. Schultz and the FDA’s Commissioner had
improperly influenced the agency’s review of the Ggelvy Spots Med, 767 F.3d at 85.

These allegations led the FDA to conduct an internal investigation and issue awbjbrt

found that “over the 17 year review history of the CS device, multiple departureprivoasses,
procedures, and practices occurred,” and recommendé€t thoatused scientific reevaluation of
the decision to clear the CS device [wasjranted’ A.R. 3487-88.Ultimately, Dr. Jeffrey
Shuren, who had replaced Dr. Schultz as the Director of the Center for Devices andgrzadiiolo
Health,notified ReGen in October 2010 that the agency’s clearance of the CS had been “in
error” and that the FDA wagscindng its determination that the CS was substantially equivalent
to predicate devicesSeeA.R. 5458. The agency issued a formal rescissiotification in

March 2011.SeeA.R. 7342-43.Because the CS was designated as a Class Il device solely on



the basis of its equivalency to a predicate device, the agency’s resoigiorin turn, meant
that the Collagen Scaffold would be in Class Ill and have to go through the extensivarket
approval process to be marketed againy Sports Med.767 F.3d at 855ee alsdA.R. 7342.

As relevant to this case, the FDA did not make use of notice and conamestindts
substantial equivalency determination. The FDCA includes a provision that dleWw®A to
change the classification it has given to a devigaring the time period relevant in this case, 21
U.S.C. § 360c(e) stated in relevant part that: “[bJased on new information regmedewice,
the Secretary may, upon his own initiative or upon petition of an interested personylbtiorg
(A) change such devicgtlassification, and (B) revoke, because of the change in classification,
any regulation or requirement in effect . . . with respect to such device.” 21 U.S.C. §.360c(e
Instead of using notice and comment to change the CS'’s classification, Ah&rply
rescinded itsinderlying substantial equivalency determination, which haddHactoeffect of
changing the devicedassificationto Class Ill

Two monthsafter the agency issued the rescission gifieGen filed this lawsuit
challenging the rescissiarder under thAPA as contrary to the FDCA and arbitrary and
capricious SeeCompl. 1 68-69. ReGen had filed for bankruptcy, and wihgéawsuit was
pendinglvy was substituted as plaintifiSeenote 1,supra In its motion for summary judgment,
lvy argued that the FDA's rescission order was invalid on several gro@fdaostrelevanceo
this motion Ivy claimed that the FDA'’s rescission order waslid because the agency could
not lawfully reclassify the CS through a process other than a rulemakingsaatien 360c(e).
SeePl’s Mem. P. & A. Supp. Mot. Summ. J. at 30«38Bl.’s Mem. Sypp. Summ. J.})ECF No.

23-1.



Generally, “administrative agencies are assumed to possess at least some inherent
authority to revisit their prior decisions, at least if done in a timely fashily.'Sports Med.
767 F.3d at 86. lAmerican Methyl Corp..\EPA however, the D.C. Circuit held that “when

Congress has provided a mechanism capable of rectifying mistaken actien$yot

reasonable” for a court to infer the agency retains inherent authority to reconsider its actions.

749 F.2d 826, 835 (D.C. Cir. 1984). In that case, the EPA had issued a waiver under the Clean

Air Act to allow the American Methyl Corporation to introduce a new methanoligadoel
blend into commerce for the first time, but Igdeoposed to revoke that waiver based on a new
study that had come to the agency’s attentf®ee idat 828-31. Despite the fact that a
particular section of the Clean Air Act, section 211(c), imposed “a number of siestmd
procedural requirements the agency must satisfy before tmgtrar prohibiting a fuel or fuel
additive; id. at 80 (citing 42 U.S.C. § 7545(c)), the EPA simply proposed to rescingaiver

it had granted. The Circuit concluded that, while the Clean Air Act’s waivergmoovidoes not
state whether waivers granted . . . may be reconsidered and revoked,” tlagiedisstory

made clear that “Congress contemplated regulation of fuels and fuel addtiwas/ed into
commerce only through proceedings under section 211ig) 4t 834. The Court determined
thatCongress “provided a mechanism sufficient to this task,” and “further understsod thi
mechanism as the exclusive means by wftlod EPA Administator]was to correct waivers
mistakenly granted.’ld. at 836. In a footnote, however, the Circuit also stated that it
“intimate[d] no view as to EPA’s power to revoke a waiver obtained through fraud, ex parte
contacts, or other misconduct tainting thigimal record and thereby affecting the integrity of

the agency’s proceedingsld. at 834 n.51.



Invoking American Methyllvy’s motion argued that because the FDCA provided an
explicit statutory mechanism to change a device’s classification in sedtsge)5the=DA was
foreclosed fronusing any inherent authority to rescind the substantial equivalency deteominati
(which had served as the conduit for classifying the CS in Class Il andstigsien of which
would functionallyreclassify the CS intol@ss Ill). SeePl.’s Mem. Supp. Summ. J. at 30-36.

In its own cross-motion for summary judgmetiite governmenargued that the FDA had

inherent authority to rescind what it described as an erroneous clearance $f #mel @urther
sought to distinguisAmerican Methybn several groundsSeeDefs.” Mem. Supp. Cross-Mot.
Summ. J& Opp’n to Pl.’s Mot.at 18-23, 23-28, ECF No. 33. Two of those grouads

relevant here. Firsthe governmenivoked the footnote iAmerican Methyin which the

Circuit had expressly stated that it would “intimate no view as to EPA’s power to revoke a
waiver obtained through fraudx partecontacts, or other misconduct tainting the original record
thereby affecting the integrity of an agency’s proceedingsl.’at 24—-25(emphasis omitted)
(quotingAmerican Methyl749 F.2d at 834 n.51). On this basis, the governargoed that
American Methytould be distinguished because the FDA had found numerous departures from
agency processes, procedures, and practices during ReGen'’s reviead#fégcted the review
process’s integrityld. at 25. Second, the FDA pointed out thatAmerican Methylthe Circuit

had emphasizetthatthe legislative historyheredemonstrated Congress had intended § 211(c) to
provide the exclusive, and only, means for revoking or correcting a waiver thatAheaHP
mistakenly grantedSee idat 25-26. The governmentontended that no comparalggislative
history existed to demonstrate that Congress intended to deprive the FDA ofriégninhe

rescission authoritygr that it intended sectid360de) to be the exclusive remedy for addressing



an erroneously issued 510(k) cleargreseen if the agenocgould make use of that metho&ee
id. at 26.

This Court granted summary judgment fdret governmentandconcludedhat theFDA
had properly invoked its inherent authority to revisuastantial equivalency determination.
See Ivy Sports Med®38 F. Supp. 2d at 55-58=e alsd&=CF No. 75. This Court agreed witie
governmenthatAmerican Methylvas distinguishablbecause¢he FDA had sought to remedy
defects in its original approval process, rather than on the basis of “new intorhihét had
since come to light, and becausanierican Methytarves out the situation, presamthis case,
where misconduct impacted the agency’s initial decision,” so that “the fact ¢hlaDih
concedes it could have used 21 U.S.C. § 360c(e) does not change the determination that the
agency properly invoked its inherent authotityd. at 583

A divided panel of the D.C. Circuit reversed. On appbal governmentadreiterated,
albeit more clearly, its argument that section 360c(e) did not bar the agestnyisideration of
substantial equivalency determinatior&eeBrief for Appellees at 8-43,lvy Sports Med.Inc.
v. Burwell No. 13-5139 (D.C. Cir. Dec. 11, 2013). The governneemphasized that section

360c(e) involves “a different question from substantial equivalence” and thainsg6fc(e) “is

2 A differentjudge in this district decided the merits of lvy’s claims. This case was
randomly reassigned to the undersigned after it was reversed and remarte® Iy, Circuit.
SeeECF No. 81.

3 In its motion for summary judgment, lvy had also argued in thealige that the
FDA's rescission was untimely, because the FDA only had authority toddbe subtantial
equivalency determinatiotiuring the time period in which an appeal of that decision may be
taken,seePl.’s Mem. SuppSumm. Jat 3740, or thathe agency acted arbitrarily and
capriciously in failing to base its rescission decision on an intended use that wentibed in
the premarket notification repodege idat 46-43. This Court rejected both of these arguments,
see Ivy Sports Me®38 F. Supp. 2d at 59-67, and they were not reached by the D.C. Circuit in
light of its determination that the FDA lacked inherent authority to rescind issasuial
equivalency determination in the first plaseglvy Sports Med.767 F.3d at 89.



aimed not at correcting decisions thagre invalidab initio but rather at updating device
classifications in light of available informationltl. at37, 39. Ultimately, the government

claimed that “[a]lthough FDA could have used its authority under [s]ection 360 eqlicate
whether the CS device fits the statutory criteria for Class Il or Clagkadtlisa different

guestion than whether the device is substantially equivalent to a pretlitatat 39(emphasis
added)internal citation omitted). In the alternatitke governmenagainclaimedthat

American Methylas distinguishable because that case did not involve an infirmity in the EPA’s
original determination, and that the circuit had made clear it was not addressaggmtiog’s
“inherent authority to rescind a waiver in which there was ‘misconduct taitméngriginal

record.” Id. at 42 (quotindAmerican Methyl749 F.2d at 834 n.51).

The majorityrejected these angnents. Although acknowledginghat “administrative
agencies are assumed to possess at least some inherent authority theevisior decisions, at
least if done in a timely fashiontfie majority reiterated that the circuitdi@also recognized tha
any inherent reconsideration authority does not apply in cases where Conggsskkas’ vy
Sports Med.767 F.3d at 86. In this casbe majority concluded that, “as a practical matter, the
decision to revoke a substantial equivaleteterminatio . . . is a de facto reclassification of the
device into Class lll, at least absent other FDA action,” and therefor&viée a substantial
equivalence determination is to ‘change the classification’ of that devideat 87 (internal
citation omited) (quoting 21 U.S.C. 8§ 360c(e)(2)). Because Congress had provided a
mechanism to rectify the agency’s mistaken clearance, the majority condtatl&datould “be
unreasonable under this statutory scheme to infer that FDA retains inherentyatdtsbrort-
circuit or endrun the carefully prescribed statutory reclassification process intarderrect the

same mistake.'ld. The majority also rejecteithie government’alternative argument thany



misconduct exception applied, finditftat“the record indicates that the review process for the
Collagen Scaffold was perhaps imperfect, but the supposed mistakes do not riseviel thie |
misconduct contemplated Bymerican Methyt Id. at 88

In dissentJudge Pillard read the mechanism tedaby 21 U.S.C. § 360c(e) as “narrower
than Ivy supposes,” and concluded that the provision “does not relate to the dgpkacto
reclassification to Class Il thaccurs upon revocation of an erroneous clearance into a lower
class under the substaitequivalence determinationld. at 90 (Pillard, J., dissenting).
EmphasizingAmerican Methys determination that the EPA’s statutory authority in that case
was intended to be “thexclusive meansy which [the agency] was to correct” mistakenly
graned waiversjd. at 93 (emphasis in original) (quotignerican Methyl749 F.2d at 836),
Judge Pillard concluded that an analysis of the statute’s text, structure, punocsgeacy
practice all indicated that “Congress never intended to require the FDA tohsseton (e) to
rescind an erroneous substantial equivalence determinatioat’94. On that basis, Judge
Pillard would have held that the FDA retained its inherent authority to recortsidebstantial
equivalency determinationdd. at 1.

Consistent with the D.C. Circuit’s decision, this Court vacated the FDA’side@nd
remanded to the agency for further proceedir&8seMinute Order, Apr. 8, 2015Having
prevailed,lvy has now filed a motiorseekingan award of attorneys’ fees and costs under the

EAJA (ECF No. 82).

. ANALYSIS
The Equal Access to Justice Act (“EAJA”) permits a plaintiff “to obtain expenses
litigation against the federal government” under certain circumstagegsct Milk Producers,

Inc. v. Johanns400 F.3d 939, 941 (D.C. Cir. 2005). The EAJA provides in pertinent part that:

10



[A] court shall award to a prevailing party other than the UiStates fees and
other expenses . . . incurred by that party in any civil action (other dsas c
sounding in tort), including proceedings for judicial review of agency action,
brought by or against the United States in any court having jurisdiction of that
action, unless the court finds that the position of the United States was
substantially jusfied or that special circumstances make an award unjust.

28 U.S.C. § 2412(d)(1)(A). Accordinglgligibility for a fee awardequires: “Q) that the
claimant be aprevailing party, (2) that the Government’s position was neabstantially
justified'; (3) that no Special circumstances make an award uhjast, (4) pursuant to 28
U.S.C. § 2412(d)(1)(B), that any fee application be submitted to the court within 30 daya of fi
judgment in the action and be supported by an itemized statén@mhm’r, INS v. Jean496
U.S. 154, 158 (1990). The plaintiff has an initial burden to demonstrate that she is a prevailing
party; after she does so, the burden shifts to the governwieich must show that its legal
position was substantially justified or thedecial circumstances exist making an award unjust.
Taucher v. BrowrHruska 396 F.3d 1168, 1173 (D.C. Cir. 200&@arey v. Fed. Election
Comm’n 864 F. Supp. 2d 57, 62 (D.D.C. 2012).

Here, the government challendesthlvy’s status as a “party” as deéd in the EAJA,
and contends that its position throughout this litigation was substantially justified.

A. Prevailing Party Status

There is no dispute that Ivy prevailed before the Court of Appealthdgobvernment
claimsthatlvy hasnot adequately demomated that ReGen, the plaintiff that initiated this
lawsuit and for which vy was substituted as a plaintiff in interest, is ay"pas defined in the
EAJA. As relevant here, the EAJA defines a “party” to include “any partnership, cagmgrat
associabn, unit of local government, or organization, the net worth of which did not exceed
$7,000,000 at the time the civil action was filed, and which had no more than 500 employees at

the time the civil action was filed.” 28 U.S.C. § 2412(d)(2)(Bhe EAJAS legislative history

11



directs that “net worth be calculated by subtracting total liabilities from total as®&EI"Ass’'n
of Mfrs. v. Dep’t of Labqrl59 F.3d 597, 600 n.1 (D.C. Cir. 1998) (quoting H.R. Rep. No. 96-
1418, at 15 (1980)pgccord City of Brunswick, Ga. v. United Stat®49 F.2d 501, 503 (11th Cir.
1988).

Initially, vy vaguely asserted in a declaration from its CEO, RobertiRathgt at the
time this lawsuit was filed “ReGen’s net worth did not ext&7,000,000(referencing ReGen’s
bankruptcy filing), andhat the company employésubstantially fewer than 500 employées
Pangia Decl. § 4, ECF No. 82-h its opposition, the governmeahallenged Mr. Pangia’s
declaration as conclusory and insufficient to satisfy Ivy’s burden to show it rsyaupder the
EAJA definition. SeeDefs.” Opp’n to Pl.’s Motfor Att'ys Fees & Expensest 1112 (“Defs.’
Mem. Opp’n”), ECF No. 84see also Al Ghanim Combined Grp. Co. Gen. Trad. & Obhit.L.
v. United States7 Fed. Cl. 494, 496-97 (Fed. CI. 2005) (denying an application for fees under
the EAJA where “plaintiff in the instant case submitted only assling, norprobative
affidavit, providing nothing resembling a balance sheétKuhns v. Bd. of Governors of Fed.
Reserve Sys930 F.2d 39, 40-42 (D.C. Cir. 199%)staining the Federal Reserve Board’s
refusal to award fees under the EAJA where the petitioner’s statement “did ewlttreybasis
on which [petitioner] had valued his assets and liabilities”).

In its Reply, Ivy has provided a more robust affidavit from Mr. Pangia, attaching

documents filed in the bankruptcy court around the time this lawsuit wa$ fikeg generally

4 Mr. Pangia’s initial declaration also represented in conclusory termstliae time Ivy
substituted as plaintiff in this case, its “net worth did not exceed $7 million.” i#°Begl. T 5.
While the governmengimilarly claimed in itsopposition that the information regarding Ivy’s net
worth or employment figures also had not been supported by evideet®fs.” Mem. Opp’n
at 11-12 (expressly citing 1 5 of Mr. Pangia’s Declaration), Ivy oddly does notdarovi
additional factual support in its Reply regarding lvy’s net wortitscemployee numbers as of
the date it was substituted as plaintiff in this case,generally?l.’s Reply at 3-6, ECF No. 89.

12



Supp. Pangia Decl., ECF No. 89-5. Those documents demonstrate that ReGen had lialilities tha
exceededts assets around the time this lawsuit was fée@Compl., ECF No. 1, and at which

point ReGen was in bankruptcy proceedings. For example, in a May 24, 2011 filing to the
bankruptcy courtReGen’s balance sheet reports that the company and itsiandRBio, Inc.,

had combined assets of approximately $7.3 million and total liabilities of apprexrai.2

million.®> SeeSupp. Pangia Decl. 6 & Ex. 4. Thus, ReGen'’s net worth was well into the
negative, and below the $7 million threshold. In addition, Mr. Pangia provided ReGen’s W-2
forms for 2011, which establish that the company paid wages to only seven emfilaygesr
SeeSupp. Pangia Decl. § 10 & Ex. 8ccordingly, ReGen was a “party” within EAJA’s

definition at the time it filed thilawsuit and Ivy therefore has established “prevailing party”

status.

Neverthelesshe government has not expressly advanced an argument that Ilvy’s net worth
should be independently considered, or that the Court should colvsidanet worth at the time
that it became successor in interest and substituted as plaintiff for purpostsrafrdeg
whether lvy is a “party” entitled to feeSeeDefs.” Mem. Opp’n at 11-12. As Ivy notes, “the
statute focuses solely on the status of the plaintiff at the time of filiay’$ Mem. SuppFeesat
9. Accordingly, the Court assumes without deciding that the only relevant net worth for
determining whether thglaintiff is a “party” is the net worth of the party who served as the
plaintiff “at the time the civil action was filed,” 28 U.S.C. § 2412(d)(2)(B)—whichhis tase,
is ReGen. In any event, because the Court finds that Ivy is not entitled hegdtéees and
expenses on the ground that the government’s position was substantially justifiedpthian
of this issue would not alter the outcome of this motion.

®> On ReGen’s own, individual balance sheet submitted for the same niEnéigency
listed as an asseatver $62 million in intercompany receivables from RB&eeSupp. Pangia
Decl. Ex.6. Mr. Pangia asserts that those intercompany receivables “would not have been
collectable.” Supp. Pangia Decl. § 7. The record supports this claim. Bhairgpame time
period, RBio listed over $500,000 in intercompany receivables from ReGen and a refityed e
on its own, individual balance shes¢eSupp. Pangia Decl. Ex. 5, blike the intercompany
receivablefReGen listed on its individual balance sheet, RBitsrcompany receivablegere
similarly omitted from the combined balance sheet submitted covering the samesaenth,
Supp. Pangia Decl. Ex. 4.

13



B. Substantial Justification

The burden now shifts to the government to show that its legal position was sulgtantial
justified. Taucher 396 F.3cat 1173. The government’s “position” is defined by statute to
include both its litigating position in court, as well as “the action or failure to act agtrecy
upon which the civil action is based.” 28 U.S.C. § 2412(d)(2%89;also Role Models Am.,
Inc. v. Brownleg353 F.3d 962, 967 (D.C. Cir. 2004)he government . . . must demonstrate
the reasonableness not only of its litigating position, but also @ig#ecy’sactions.”(emphasis
in original)). Despite focusing on both of the agency’s actions and the government’s subsequent
litigating position, the Court “is not to review the different elements of thergment’s position
separately.”Ctr. for Food Safety v. BurweHl-- F. Supp. 3d---, No. 14-0267, 2015 WL
5185692, at *6 (D.D.C. Sept. 4, 2015). Instead, the Court must consider the agency’s conduct
and the government’s subsequent defense of that conduct “as an inclusive @haagd make
“only one threshold determination for the entire civil actidbomm’r, INS 496 U.S. at 159.

To estabsh that its position was substantially justified, “d@vernment need not
establish that it was correeindeed, since the movant is established as a prevailing party it
could never do sb Air Transp. Ass’n of Carnv. FAA 156 F.3d 1329, 1332 (D.C. Cir. 1998).
Instead, the government must only shoulder the burden to show that its positiomevdsat ‘a
reasonable person could think . . . correct, that is, [that the position] has a reasonahbiddvasis
and fact.” Id. (quotingPierce v. Underwogd487 U.S. 552, 566 n.2 (1988)). Theatimark of
the substantial justification test is reasonableneRele Models Am353 F.3cat 967.
Accordingly, “thedistrict cout must analyze the merits parseteasoning to determine whether
the [agency’sposition, though rejected, was substantially justifigddlverson v. Slater206

F.3d 1205, 1209 (D.C. Cir. 2000T.he court must “do more than explain, repeat, characterize,

14



and describe the merits . . . decisioducher 396 F.3d at 1174 (internal quotation mark
omitted) (quotingHalverson 206 F.3d at 1209). Instead, a court must “anaijzgthe
government’s position failed in courtld.

Here, the Court concludes that both the agency’s conduct and the government’s defense
of that conduct in litigation before this Court and the D.C. Circuit was substanistifjed.
The issue in this casewhether the FDA had inherent authority to rescind its substantial
equivalency determinatierrested on the resolution of two competing principles of statutory
construction that arise in the administrative law field. On the one hand is thedodggt
principle that ‘administrative agencies are assumed to possess at least some inheratyt euthor
revisit their prior decisions, at least if domeai timely fashion.”lvy Sports Med.767 F.3d at 86.
On the other is the principle establishedmerican Methylthat “when Congress has provided a
mechanism capable of rectifying mistaken actions . . . it is not reasonablertautifority to
recorsider agency action.” 749 F.2d at 835. The central question in this case was Wigether t
FDA's ability to reclassify a device through 21 U.S.C. § 360c(e) displhecB@A’s inherent
authority to revisit a substantial equivalency determination it considered to hawvenade in
error. Of course, the D.C. Circuit determined #exition360c(e) did displace that inherent
authority. But for several reasons, the FDA'’s contrary position veaxe ‘that ‘a reasonable
person could think . . . correct,” and hadréasonable basis in law and fact&ir Transp. Ass’n
of Can, 156 F.3d at 1332 (quotirRjerce 487 U.Sat566 n.3.

Starting with the agency’s conduct, Ivy argues that it was “incumbent upon theyage
to explain the legal basis for its authorityrescindts substantial equivalency determination
and that because the FDA failed to do so in its rescission order (or othetimadeDA’s

position at the agency level was not substantially justifleeePl.’s Mem. Supp. Mot. for Att'ys
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Fees& Expenseat12 (“Pl.’'s Mem. Supp. Fees"$ee alsd’l.’s Reply at 7 ECF No.89(“The
guestion is whether the legal justification that FDA actually articulated at thealgel holds
water.”). Yet, lvy misconceives the corr@aguiry, and cites no dhority for this contention.

When considering “the action or failure to act by the agency upon which the aiml et

based,” 28 U.S.C. § 2412(d)(2)(D), a court must focus on the reasonableness of the agency’s
conduct not necessarily the agency’s oanticulatedexplanation or justification for its actions.
The Supreme Court and the Circuit’s decisions consistently describe themassivhether the
agency’'sconductor actionswere substantially justifiedSee, e.gComnir, INS, 496 U.Sat 158
(noting that the inquiry “encompass|es] both the agency’s prelitigatoductand the

Department of Justice’s subsequent litigation positigesiphasis addejj)see also Role Models
Am, 353 F.3d at 967 (“The government . . . must demonstrate the reasonableness not only of its
litigating position, but also of thegency’s actions (emphasis added)).

If there wereanydoubt, the D.CCircuit’'s EAJA cases considering situations in which an
agency'’s actionvasfound arbitrary and capricious for failing to provide an adequate explanation
provideinstructiveguidance. For example, the Circuit has explained that “the ‘adeqtiacy
agency’s explanation’ is in some cases ‘logically unrelated to whigthemderlying agency
actionis justified under the organic statuteHill v. Gould, 555 F.3d 1003, 1008 (D.C. Cir.

2009) (emphasis added) (quotiRgC v. Roseg806 F.2d 1081, 1088 (D.C. Cir. 1986¢e also
Wilkett v. Interstate Commerce Comp844 F.2d 867, 871 (D.C. Cir. 1988) (noting that
“[s]Jome types of arbitrary and capricious behavior, such as an agenty's fa provide an
adequate explanation for its actions . . . may not warrant a findingrtteagencys actionlacked
substantial justification under applicable stasuor regulations” (emphasis addedj)an

agency'’s action can remain substantially justified eafegra court has concluded that @stion
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was arbitrary and capricious flaick of an adequate explanatiahwould beperverse to
concludethat the FIA's actionherewas not substantially justifieah the sole basis thatfailed

to explain the legal grounds for its power to rescipaticularlywhere lvynever even

challengé the agency’s rescission ordertbatground® SeeDefs.’ Mem. Opp’n at 16 (noting
thatlvy never made that arguménindeed,lvy’s own memorandum &ummary judgment
suggestshatit understoodhe agency’sescission order to have relied on inherent authdigg
Pl.’s Mem. Supp. Mot. Summ. J. at 30 (“Because FDA failed to identify any statutory or other
legal basis for the Rescission Order in the order itself, Ivy can onlg thesthe agency asserts
that it has the inherent authority to revoke a section 510(k) determination, and tbereby t

reclasdly a device into Class I11.”).

® For this reason, the Court does not find particularly informative Ivy’s reliamt¢ee
FDA'’s Principal Deputy Commissionerjgassing suggestion, during a media briefing and before
agency experts had reevaluated the merits of the underlying substaniralestpyi
determinationthat theagency would “move to reclassify the device.” A.R. 76&kalsoPl.’s
Mem. SuppFees afll. At most, the Principal Deputy Commissioner’s statement perhaps
revealed a “lack of consensus” regarding the route the agency would take, bunibdoes!
the agency or necessarihdicate that the agency viewed that route aotiigone it could take
to rescind its orderSee Defs. of Wildlife & Ctr. for Biological Diversity v. JewellF.3d----,
No. 14-5284, 2016 WL 790900, at *9 (D.C. Cir. Mar. 1, 20G8)mcast Corp. v. FC(26 F.3d
763, 769 (D.C. Cir. 2008). Moreover, by the time it decided to rescind the substantial
equivalency determination, the agency cited a regulation, 21 C.F.R. § 10.33, and stéted that
decision was consistent with “FDA regulations that provide for the recontiech a matter on
the agency’s own initiativé SeeA.R. 5458. Ivy quibbles with whether Dr. Shuren, who signed
that letter, could exercise that regulatory authority because the regudtties only that the
“Commissioner” may reatsider a matterSee21 C.F.R. § 10.33 (a), (h)Xet, at summary
judgmentthenCommissioner of the FDA Margaret Hamburg supplied a declaration indicating
that Dr. Shuren reconsidered the CS with her “agreement and authorization,” Hamdufg3)ec
ECF Nb. 67-1, and ‘here is nothing improper in receiving declarations that merely illuminate] ]
reasons obscured but implicit in the administrative ret@tifford v. Pena77 F.3d 1414, 1418
(D.C. Cir. 1996)alteration in original) (internal quotation marks omittedf) any event, and for
the reasons stated above, the particular statutory provisreguationthe agency invoked to
justify its authority to rescind the CS substantial equivalency determination isteainthative
of whether the agency’xercise of its purported authority was substantially justified.
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Thus, the Court concludes that whether or not the FDA supplied a defense or legal basis
for the invocation of its inherent authority at the agency level is “logicaliglated” to whether
the FDA’sactionin doing so was justified under the provisions of the FDEAL, 555 F.3dat
1008. In this case, the relevant question is whether the agefioyisto exercise inherent
authoritythatit turned out not to have wasibstantiallyjustified not whether the agency itself
articulated a substantipistificationfor its authority to take that action. The resolution of that
guestion in this case is inherently bound up with the legal determination of wietkien
360c(e) displaced the agency’s inherent authoAsycordingly, the Courtwill focus on the
overall reasonableness of the governmditigmtion position that the agency couldscind and
thereforeacted justifiably irrescindinga substantial equivalency determinatigithout using
notice and commentSeeComnfr, I.N.S, 496 U.S. at 159 (explaining that a court should make
“only one threshold determination for the entire civil action”).

Several considerations indicate ttis# government'$itigation position—thatsection
360c(e)s classification scheme did not eliminate the agenicyisrent authority to reconsider
underlying substaral equivalency determinatiorswas reasonable and therefore substantially
justified.

First,the governing presumption is that an agency does have the inherent authority to
recorsider its decisions, and tleeact reach aAmerican Methys exception to that presumption
was not entirely appareniAlthough the opiniomadheld that “when Congress has provided a
mechanism capable rectifying mistaken actions . it.is notreasonable to infer authority to
reconsider agency actigrthe D.C. Circuit had also emphasized that Congress “further
understood this mechanismthg exclusive meary which” the EPA Administratowvasto

correct mistakes749 F.2d at 835, 83@mphass added) Since that case was decided, the D.C.
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Circuit only directly discussed this holding @p@nd only fleetingly The Circuit invoked
American Methys language that “wheongress has provided a mechanism capable of
rectifying mistaken actions. .. it is not reasonable to infer authority to reconsider agency
action’ in the course of holding that another section of the Clean Air Act unambiguously
required the EPA to make particular findings before it could rerataatric utility steam
generatig units from a list obources of emissions subject to regulatiblew Jersey v. EBA

517 F.3d 574, 583 (D.C. Cir. 2008) (quotitmerican Methyl749 F.2d at 835). But that panel
did not further explain—nor had any other case of which the Court is awdrether a
mechanism must be tlexclusiveone envisioned by Congress in order to displace an agency’s
authority.

The FDAdid acknowledge in this case that it could have used s&fir(e) to change
the CS’s classification from Class Il to Class 18ee, e.qg.Brief for Appellees at 39yy Sports
Med, Inc.v. Burwel| No. 13-5139 (D.C. Cir. Dec. 11, 2013)n this basis, Ivy claims that the
FDA's position was “flatly at odds with controlling case lawp&causeection360c(e)
provided a mechanisnof the agency to make tlle factoclassification change that resulted
from theagency'srevocation of its substantial equivalence determinatiitis Mem. Supp.
Feesat 13-14. But,asthe governmenpoints out, lvy’'sargument fests on reading orsentence
in [American Methylin isolation.” Defs.” Mem. Opp’n at 17The governmentlaims that it
had reasonably reagimerican Methyto have held EPA’s rescission of a waiver unlawful
because Congress had intended the provision at issue there ¢ce¥eltisive means for

revisiting the EPA’s decisions.Seeid. at 18. This distinction is a reasonable and substantially

" Accordingly, the Court finds Ivy’'s complaint that the “FDA never once acknowtedge
or addressed the key language frAmerican Methythat Ivy relied on,” Pl.’s Mem. Supp. at 14,
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justified one. Indeed, the D.C. Circuit majority and dissent took starkly diffpositions on the
proper reading aAmerican Methyas applied to this casleat divided along similagrounds.

The majority focused on the language Ivy has chosen to invoke, but Judge Pilssdrg di
repeatedly and emphaticaltynphasized that she read the principle of statutory construction
announced ilmerican Methyto be limited to cases in which Congress intended for a particular
statutory mechanism to provide tleclusivaneans for reconsidering a particular type of
decision. See, e.glvy Sports Med.767 F.3d at 93 (Pillard, J., dissenting). As a result, Judge
Pillard concludedhat the majority’$oldingwas erroneous because “even if the ageocyd
have acted under subsection (e) to change the classificatioAmerican Methy$ negative
implication would only apply . . . if the only permissible reading for the Act is tiegextion (e)
is theexclusivemeans for rescinding an erroneous substantial equivalence determinaticat.”
101 (emphasis in original) In light of the lack of case law interpretidgmerican Methylthe
FDA'’s position “was not ‘flatly at odd&ith controlling caselaw.”Hill, 555 F.3d at 1008
(quotingAm. Wrecking Corp. v. Sec’y of Lab864 F.3d 321, 326-27 (D.C. Cir. 20p4And,
giventhat Judge Pillard’s dissent adopted the agency’s reading, the Court is haed fwess
conclude that the FDA'’s position lacksdbstantial justification avas one that a reasonable

person could not think corre&tSee, e.glIn re LongDistance Tel. Serv. Fed'| Excise Tax

unavailing. The record makes clear that the parties each viewed different language from
American Methyas most instructive.

8 To be sure, the D.C. Circuit has acknowled@itihg to out of circuit caseshat some
courts have held that “an earlier dissent doesantlusively show the government’s position
was substantially justified.1n re LongDistance Tel. Sery751 F.3d at 636. THheircuit went
on to note, however, that dissents should still properly be considered in the substantial
justification inquiry, and that (in that case), the existence of severahtlisg opinions was
“particularly persuasive evidence of substantial justificatidd. As explained below, the
majority herealso described the FDA'’s position as advancing “a forceful cadat
acknowledgement, along with the difficult, provision-specific question of statutoryrectisn
presentegddemonstrate that trgovernmetis positionin this casevassubstantially justified
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Refund Litig, 751 F.3d 629, 637 (D.C. Cir. 2014[O]ne might also reasonably conclude that,
absent other factors, dissenting opinions on difficult questions are sufficient@yviafen
substantial justification.”)Taucher 396 F.3d at 1174 (noting that a position is not unjustified “
the government lost because an unsettled question was resolved unféyorably

Moreover, even beyond establishihmerican Methys reach, the application of that
principle to the specific statutory provision atugsn this case was not cleart. The question
of whethersection360c(e) which concerned changes in classification determinatappgied to
substantial equivalency determinations atals a difficult, and nuanced onAs themajority
explained it,"[ijn FDA’s view, Ivy [was] conflating the underlying substantial equiveaie
determination with the potential consequence of that decisutassification into Class |, Il, or
lIl.” lvy Sports Med.767 F.3d at 87. The agey claimed that sectio®60c(e) dealtvith “a
different questiorthan whether the device is substantially equivalent to a predidatef for
Appellees at 39yy Sports Med., Inc. v. BurweNo. 13-5139 (D.C. Cir. Dec. 11, 2013). And
the majority conceded that “counsel flDA has advancedfarcefulcasefor the agency’s
position,” and that “[ijt may well be correct, as FDA contends, that the staprimcgdures
outlined in Sections 360c(f) (for determining substantial equivalence) and 360c(e) (f
reclassification) areat mirror images of one anotherlvy Sports Med.767 F.3d at 87
(emphasis added). As Judge Pillard argued, “[t]he text of subsection (e) makestimmm
whatsoever of subsection (f) or substantial equivalence determinatidnat’97 (Pillard, J.,
dissenting).Nevertheless, thmajority took a more functional view, noting that “[a]s a practical
matter, the decision to revoke a substantial equivalence determination in cirmessiike those
present here is a de facto reclassification of the daviceClass Ill, at least absent other FDA

action.” lvy Sports Med.767 F.3d at 87.
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“Undoubtedly, there will be instances in which an agency might take a position about it
own statute or regulation, which, while incorrect, might appear correct ts@edde person.”
Trahan v. Brady907 F.2d 1215, 1220 (D.C. Cir. 1990). Here, the FDA took thmatigly
incorrect position that sectidd60c(e)’s focus on classification indicated that it was not intended
to cover the agency’s reconsideration of underlying substantial equivalencyidatems. In
signaling that the FDA had mounted a “forceful case for the agency’sopgstie majority
itself indicated that the FDA'’s position was not an unreasonable@ompare, e.gHalverson
206 F.3dat1211(finding the government’gosition not substantially justified where the merits
panel found the issue “easy,” and there was “not even a wisp of a suggestion thaaitygave
credence to the Departmenargumeri). Moreover, the government’s position accorded with
thepresumptiorthat, unless the statutory text indicates otherwise, agencies are presumed to
retain inherent authority to reconsideeir decisions. And, as already noted, the fact that Judge
Pillard acceptedhe agency’s purported distinction between section 360c(e) and substantial
equivalency determinations a significant although not dispositive, indication that the FDA’s
position was substantially justifiethd could appear correct to a reasonable pelSedn re
Long-Distance Tel. Sery751 F.3d at 637.

lvy seeks to limit the import of Judge Pillard’s dissent by arguing that “sheotid n
propose to adopt the agency’s litigation position” and instead relied in large part odifa refa
the ADCA that was directly at odds with FDA's litigating and longstanding reguylgtositions.”
Pl.’s Reply at 11.1t is true thatludge Pillard relied oparticular statutoryanguage—such as

section360c(e)’s reference to “new information” atinditthe provisioronly addressed changing
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a device’s class downwards, to a less restrictive €lasmt the agency had purported to read
differently. These distinctions may have conflicted with the agency’s reading obhowwhat
circumstanceg could alterclassification deisionsthrough section 360c(e). But thell

support the basic point on which Judge Pillard and the agency were in agreemenm: tiot t
and structure asection360c(e) indicated that Congress did not intend for the section to have
anything to say about the agency’s power to reuisiterlying substantial equivalency
determinationg?

The FDA had also argued—and this Court accepted in large part as the groutsds for
own decisioh’—thatAmerican Methylvas distinguishable because the FDA'’s report indicated
that misconduct tainted the agency’s procedures and affected the intedngyagiency’s
scientific determination. The D.C. Circuit majoréiso found in Ivy’s favor on this ground,
holding thatevenif American Methy$ exception for fraud, ex parte contacts, or other
misconduct tainting the original recongasvalid, it did not apply to the facts of this casgee

vy Sports Med.767 F.3d at 88—-89. The Qofirst noted that “it is not clear” that the exception

° For example, from Class Il to Class ItorClass Il. See21 U.S.C. § 360c(e)(2) (2002
ed.). Theprovision has since been amended to provide for upward changes to a device’s
classification.See21l U.S.C. 8 360(e)(1)(A)(i).

101t is also accurate that Judge Pillfudther questioedwhether the agency was correct
even to concede that section 360c(e) could be usaal fimctochange alevice’s classificatioby
revaking a substantial equivalence denination. Seelvy Sports Med.767 F.3d at 101-02
(Pillard, J., dissenting). As Judge Pillard went on to explain, however, her “view sfatute
does not rely on whether the agency was correct that it could have dond. s1.102.
Similarly, the Court does not view this difference of opinion as lending support to Ivy’s claim
that the FDA'’s position was not substantially justified.

1 The D.C. Circuit has previously acknowledged the “delicate circumstances” under
which a district court musidetermine whether the very Government argument it previously
accepted was not substantially justified,, unreasonablé.Halverson 206 F.3cat 1208 As
noted previously, however, the undersigned was assigned to this cas&emiywas remanded
from the D.C. Circuit.Seenote 2,supra
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is “anything more than dicta.ld. at 88. Ivy latches on to that conclusion to argue that the
government’s reliance on the exception was not substantially justified bebhaudsethote “was
dicta,not a holding.’Pl.’s Mem. SuppFeesat 14. But whilat now embraces that conclusion, at
summary judgment even Ivy accepted the footnote’s limitation as settlekEal.’s Mem.
Opp’n Defs.” Crosdviot. Summ. J. & Reply at 20, ECF No. 62 (“Again, lvy does not dispute
that evidence of fraud, ex parte contacts, or comparable misconduct may jwsttigtien of a
prior agency decision.”)An agency’s reliancen theD.C. Circuit’'s ownstated limitation®f its
analysis and effort to argue that almequent case merits considering and accepting that
limitation, does not strike the Court as unreasonable.

In any event, while the Circumajority concludedhat “misconduct’ as used in
American Methytonnotes some clear legal or ethical violation,” Hredsupposed mistakes in
theapproval process did not rise to the level of miscondwgiSports Med.767 F.3d at 88,
nothing inAmerican Methyhad provided further clarification on what might demonstrate
misconduct tainting theriginal record. Inhis very casgthe Circuit has now stated that “the
term ‘misconduct’ as used Aamerican Methytonnotes some clear legal or ethical violation.”
Id. Yet, at the time the FDA decided tescind the CS’s substantial equivalency determination,
and while the government litigated this action, no case had further examined igiat m
constitute “misconduct” under the potenttaherican Methyexception? The agency was
faced with areport that indicated there had beemsiderable departures from agency processes
and practices that may have, among other things, excluded “individuals, if not viewpomts, f

parts of the scientific debate,” and accordingly concluded that a “scientific ua@wal of the

12The Circuit’s holding that“misconduct’ as used #imerican Methytonnotes some
clear legal or ethical violationyvas accompanied neither bygigationnor further analysis.
Thus, it is difficult to claim thathe governmentvas unreasonable in failing to anticipate it.
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decision to clear the CS device [was] warrantdel.’s Mem. Opp’n Ex. B at 2 After that
reevaluation, the FDA concluded that its substantial equivalency deteomihatli been wrong,
and chose to rescind it. Although the government was incorrect is anticipatingramy f
exception to thémerican Methyprinciple might extend, the Court finds that the government’s
position,as applied to the facts of this casel consideringhe case law at the time, was
substantially justified.

The substantial justification stanndd’does not ‘require the Government to establish that
its decision to litigate was based on a substantial probability of prevailimglither 396 F.3d
at 1173 (quotingpencer v. NLRB’12 F.2d 539, 557 (D.C. Cir. 1983)). Moreover, the D.C.
Circuit has cautioned tha“as in other areas,” a courtust “guard against being ‘subtly
influenced by the familiar shortcomings of hindsight judgmenid”’ (quotingBeck v. Ohip379
U.S. 89, 96 (1964))The reach oAmerican Methyand how to square sectio6®(e)’'s
emphasis on classification changes with devices that had been classifidé tadjothrough a
substantial equivalency determination were both sufficiently uncertain and opastnable
interpretation. Consequently, the Court concludes that the FDA'’s action in regdimeli@S’s
substantial equivalency decision, and the government’s litigating position dejehédt action,

were both substantially justified.

V. CONCLUSION
For the foregoing reasons, Ivy’s motion for attorneys’ fees and exp&i3ENIED. An

order consistent with this Memorandum Opinion is separately and contemporanesuesly is

Dated: March 31, 2016 RUDOLPH CONTRERAS
United States District Judge
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